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APPENDIX 2.2: Cumulative and Interval Summary Tabulation of Serious and Non-Serious Adverse Reactions from Post-Marketing Data Sources 
BNT162B2 


Cumulative Reporting Period: Through 18-JUN-2022 
Interval Reporting Period: 19-DEC-2021 Through 18-JUN-2022 


Total Number of Cases: 507,683 (Interval) / 1,485,027 (Cumulative) 
Total Number of Adverse Events (PT): 1,591,026 (Interval) / 4,964,106 (Cumulative) 


MedDRA Version: v.25.0J 
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* |-Intervel, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Blood and lymphatic system disorders 


Preferred Term eùe AE 

Aplasia pure red cell 6 

Aplastic anaemia 49 

Atypical haemolytic uraemic syndrome 6 EE XN 
C Autoimmune anaemia 8 EM | -—— + | 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Blood and lymphatic system disorders 


Preferred Term 


Disseminated intravascular coagulation 
Disseminated intravascular coagulation in newborn 
Dysglobulinaemia 
Elephantiasis 

Elliptocytosis 

Eosinopenia 

Eosinophilia 

Erythropenia 

Erythropoiesis abnormal 
Evans syndrome 
Extramedullary haemopoiesis 
Factor IX inhibition 

Factor VIII inhibition 

Febrile bone marrow aplasia 
Febrile neutropenia 

Foetal anaemia 
Granulocytopenia 
Granulocytosis 
Granulomatous lymphadenitis 
Haemoconcentration 
Haemoglobinaemia 
Haemolysis 

Haemolytic anaemia 
Haemolytic uraemic syndrome 
Haemorrhagic diathesis 
Haemorrhagic disorder 


Heparin-induced thrombocytopenia 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Blood and lymphatic system disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Hilar lymphadenopathy 40 
Hyperchromic anaemia 4 
Hypercoagulation 66 BEJ 
N Hyperplasia of thymic epithelium 1 I in 
S Hyperprothrombinaemia 1 ae i 
7 Hyperviscosity syndrome 1 a — -] 
5 Hypochromic anaemia 14 9 | 
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S Idiopathic CD4 lymphocytopenia 1 NL EE 
Q Idiopathic neutropenia 1 a oo 21 
«C Immune thrombocytopenia 893 893 ie = = 9] 
=Z 
2 Increased tendency to bruise 250 | 8 | aa | 
8 Intravascular haemolysis 2 zi 
S Iron deficiency anaemia 110 s | 2 m 
> _{soimmune haemolytic disease 1 Louer ws t Wr: 
Es Jaundice acholuric 2 NEN EE 
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* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Blood and lymphatic system disorders 


Preferred Term M ced AE 

Leukaemoid reaction 1 

Leukocyte vacuolisation 1 

Leukocytosis 280 | 139 | 
<> Leukopenia 252 E DEM EE ERES 
= Lupus anticoagulant hypoprothrombinaemia syndrome 1 NEGE EMEN 
O {ymphaðəntie 2521 
A Lymphadenocyst 1 Else rue up lx ou 
= Lymphadenopathy 79171 | 10691 | 28302 | 6854 | 26 | so | 
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S Lymphatic disorder 5 p ue HE a qe we reis ies 
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T Lymphatic obstruction 6 ae E eae ee c t 
Z Lymphnode calcification 1 a ae eae a ae a | 
5 Lymph node fibrosis 2 I cu Se ST 
> npn node haemorrhage 4 NES H (Se | 
Z Lymph node pain 9199 199 | 25 | 7200 | 2 | 19 | 
S Lymph node rupture p cm cipue: 
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S  Lymphocytosis 65 oj ee ae a PENNA, 
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Z Lymphopenia 299 127 72 | 1 | 2 ] 
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S __Methaemoglobingemia 1 TI | a es HEE 
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* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Blood and lymphatic system disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Microcytic anaemia 46 

Microcytosis 7 

Monoclonal B-cell lymphocytosis 3 Sa 
S uaaa to Ce E NN 
oO ; 
5 Normochromic normocytic anaemia 15 s | 3 | è | 
S Nomocyte anaemia s Papaa 
> Nucleated red cells 1 
3 | E. zt 
S. — Panotoperia 154 |o [o Po | 
< Paratracheal lymphadenopathy 13 a | 3 | è | 
6 Placental transfusion syndrome 2 NEIGE foo 
Q x 
S e l) IE em 

Platelet anisocytosis 6 2 
= yiosi [p o« ] J 2 | 
2 Platelet destruction increased 1 IW e uq 
Q Platelet disorder 53 | om 5 ee 9 — 
S Plateletdysfunction 3 ee ees ee 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Blood and lymphatic system disorders 


Preferred Term cane: AE 

Polychromasia 7 

Polycythaemia 34 

Polycythaemia neonatorum 1 
C Post-anaphylaxis mast cell anergy 1 |; = =e 
= Pseudolymphoma 24 Lco So y O 
Oo Purpura non-thrombocytopenic 16 Ee Joo ae 
N Red blood cell abnormality 16 Iu» po | a O 
C^  Reticulocytosis 4 [o2 [| f | 
A ers dysfunction 1 ee es ee 
N Retroperitoneal lymphadenopathy 3 es as HERES 
S Sarcoidosis of lymph node 1 NEED Ce) ELE 
2 Schistocytosis 1 a ees E 
2 Secondary thrombocytosis 2 EMEN 
5 Sickle cell anaemia with crisis 27 o o LEER? 
9 Spherocytic anaemia 1 HE GNE LER 
3 Spleen atrophy 1 as |e) ee, 
S ^ Spleen congestion 2 ME OM NEC | 
Ed Spleen disorder 26 oo J o o | ë O 
m Spleen ischaemia 3 Lo uw ao 
ó Splenic artery thrombosis 9 SE ay aa 
a Splenic cyst 6 Loewe oc ci iu 
Z bein embolism 1 C a SZ 
Z _Splenicgrioms 2 ee es PEE 
D Splenic haematoma 1 Eoo o e e EE 
2 Splenic haemorrhage 3 HEEL 
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* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Prefered Tem racs AE 
Splenic lesion 6 
Splenic necrosis 1 

Splenic thrombosis 7 
Splenic vein thrombosis 21 
Splenitis 5 
Splenomegaly 206 
Spontaneous haematoma 214 1 
Spontaneous haemorrhage 10 

Spur cell anaemia 1 


Stress polycythaemia 1 
Thrombocytopenia 2002 
Thrombocytopenia neonatal 1 


Thrombocytopenic purpura 


Thrombocytosis 109 2 
Thrombosis with thrombocytopenia syndrome 82 

Thrombotic microangiopathy 35 11 
Thrombotic thrombocytopenic purpura 110 

Thymus disorder 8 

Thymus enlargement 5 

Warm autoimmune haemolytic anaemia 10 
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White blood cell disorder 49 
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System Organ Class 


Cardiac disorders Non Interventional Study 
Ls 


Total # of 


Preferred Term Spontaneous AE 
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* |-Intervel, C=Cumulative 
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System Organ Class 


Cardiac disorders 


Preferred Term 


Abnormal precordial movement 
Accelerated idioventricular rhythm 
Accessory cardiac pathway 
Acquired left ventricle outflow tract obstruction 
Acute cardiac event 

Acute coronary syndrome 
Acute left ventricular failure 
Acute myocardial infarction 
Acute right ventricular failure 
Adams-Stokes syndrome 
Angina pectoris 

Angina unstable 

Aortic valve calcification 

Aortic valve disease 

Aortic valve disease mixed 
Aortic valve incompetence 
Aortic valve sclerosis 

Aortic valve stenosis 

Aortic valve thickening 
Arrhythmia 

Arrhythmia neonatal 
Arrhythmia supraventricular 
Arrhythmic storm 
Arteriosclerosis coronary artery 
Arteriospasm coronary 

Arteritis coronary 


Athletic heart syndrome 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Cardiac disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Atrial enlargement 7 
Atrial fibrillation 3554 
Atrial flutter 359 
5 Atrial tachycardia 94 | 08 | 35 | 
<~ Atrial thrombosis 25 |: -—— eS 
N Atrioventricular block 155 EE HD 
2 Atrioventricular block complete 129 e (ee 
N " " 
N Atrioventricular block first degree 48 EL NEN EM 
S Atrioventricular block second degree 67 5 | 38. > | 
O ; : ; PA 
5 Atrioventricular dissociation hm Ea 
7 Autoimmune myocarditis 4 ne a 
a Bezold-Jarisch reflex 1 a a 
6 Bifascicular block 2 a ae 
S Satyam T MERC RE DN 
> Bradycardia 1295 
3 | as at 
S Bradycardia foetal 7 pH Xp. n 
< Bradycardia neonatal mp Ps 
Uo 
E Bundle branch block 17 1 | ae 
Bundle branch block bilateral 3 2 
Q Bundle branch block left 145 
Bundle branch block right 173 29 77 
2 Cardiac amyloidosis 8 naar hes 
o 
Y Cardiac arrest neonatal 1 I d 3 
C ardiac asthma 
= 
e 
o 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Cardiac disorders Non Interventional Study 


Preferred Term ehe PR Sel 
Cardiac contractility decreased 6 mE EE EE Ee ee eae 
Cardiac disorder 1570 759 
Z Cardiacsteatosis 4 I qp 3p o 
S Cardiac valve discolouration 1 a hw HESS RE: ERR: 
ST Cardiac vale sclerosis s ie GO HT E 
8 Cardiac ventricular thrombosis 37 |o sop es es | es 
ea Cardiogenic shock 229 298 | a3 | a | 
E Cardiomyopathy 288 115 27 | | 
e 
o 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 831 


Pfizer, Confidential 


- T Page 12 of 393 
*. P i: fizer As of Date: 21-JUN-2022 


System Organ Class 
Cardiac disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Cardiomyopathy acute 2 
Cardiomyopathy alcoholic 1 
Cardiomyopathy neonatal 3 
C Cardiopulmonary failure 80 
= Cardiorenal syndrome 8 f 
9 Cardio-respiratory arrest 757 757 Ez 
N Cardio-respiratory distress 9 zx he 
G Cardiovascular deconditioning 19 a [| *4 | 
N . . 
N Cardiovascular disorder 2404 618 |. 1001. | 
S Cardiovascular insufficiency 105 | 005 | c —— 1] 
U 
= Cardiovascular symptom 35 EEN In 5» i 
- Chordae tendinae rupture 4 NECEM EE 
5 Chronic coronary syndrome a ieee 
9 Chronic left ventricular failure 1 I-A 3e 1] 
3 Conduction disorder 25 
a Congestive cardiomyopathy 142 | tz || 
Z Coronary artery aneurysm 4 INE ET UE: 
m Coronary artery dilatation 10 8 | 3 | 
a Coronary artery disease 261 
p= 
Q Coronary artery dissection 25 E |o 
Z Coronary artery embolism 5 BE AN ERE 
2 Coronary artery insufficiency 3 ai = 28 
8 Coronary artery occlusion 106 zk dq: — - 
S Coronary artery perforation 1 lic = Ie ——: 
L Coronary artery thrombosis 127 | dd o —— 
= 
e 
o 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term SUE AE 
Coronary ostial stenosis 4 

Cor pulmonale 19 

Cor pulmonale acute 36 

Cor pulmonale chronic 2 

Defect conduction intraventricular 14 
Degenerative aortic valve disease 2 
Degenerative mitral valve disease 1 
Diastolic dysfunction 43 22 1 
Dilatation atrial 16 
Dilatation ventricular 18 


Dressler's syndrome 8 
Early repolarisation syndrome 2 
Endocardial disease 1 
Endocardial fibrosis 2 
Endocarditis fibroplastica 1 
Endocarditis noninfective 1 

1 


Endocarditis rheumatic 
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Eosinophilic myocarditis 8 

Extrasystoles 1914 

Foetal arrhythmia 1 

Foetal cardiac arrest 17 

Foetal heart rate acceleration abnormality 1 

Foetal heart rate deceleration abnormality 1 

Foetal heart rate disorder 1 ae = _ Tih = 
Gastrocardiac syndrome 4 Ede ue 2 
Giant cell myocarditis 2 Ic c 
Haemorrhage coronary artery 3 as et 3 
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System Organ Class 


Cardiac disorders Non Interventional Study 


Preferred Term SU ME s 7 ue us $4 i | 

Heart alteration B) Cx poe els WO fie = up --4 

Heart valve calcification BS lc ae i ee (Ce 3--40p--- | — 

Heart valve incompetence z [| e | 2z | |t | | | 
(C Hepatojugular reflux e deee e E ET E ele | E 
Z  Hyperdynamic left ventricle 2 [| ee 1 JỌ 4 
O Hyperkinetic heart syndrome IIH TH a cod Ee = SI 
S Hypersensitivity myocarditis e do Arce. 4 qno o x 
C Hypertensive cardiomyopathy 7z We DW x du o ho 4 4 
Qd Hypertensive heart disease s {| “n | æ» {| 5 | “a | | 
C? interventricular septum rupture Eo a (ee ee a FS ee H 
< intracardiac mass | INI 
S Intracardiacthrombus se | 9 |s| | J| | hH[ y 
E _Intrapercardal thrombosis 2o a Se (aoe Ene) (en (LO ooo 3] 
2 Ischaemic cardiomyopathy a f e EE Slice ie ned 
Z eus syndrome as T IE D HT 4o. [ioo E 
5 Left bia diatation æ «fs sme nodes» cam loo Ls o3] 
Z Leflatrial enlargement 3 [rz | ts | o | t8 |. | 
2 Leftventricular diatation 3 | 2 | » | e | «€ | J | 
S Left ventricular dysfunction 92. [| $8 [| s [| te | 4 | — | — | 
G. Left ventricular enlargement Ge e Ss ei 
Z Left ventricular failure E G al G eel a DEN xi 
© Len QT syndrome e Jom ee eit 
S Lou cardiac output syndrome e LRT 
= Lupus endocarditis | i Xx mpow- Ww c op o ap — 
N Microvascular coronary artery disease S o j-se.q oo o qo qno Ww — 3j 
3 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Cardiac disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Mitral valve calcification 7 

Mitral valve disease 21 

Mitral valve incompetence 235 ER CD 
= Mitral valve sclerosis 4 f 
9 Mitral valve stenosis EE 
N Mitral valve thickening 2 E 
2 Myocardial calcification 1 i 
N Myocardial fibrosis 65 EE T 
S Myocardial haemorrhage 3 ESSE 
E Myocardial hypoxia 10 BEEN 
3 Myocardial infarction 2741 nnm 
— Myocardial injury 116 | 
5 Myocardial ischaemia 239 [Y 
9 Myocardial necrosis 31 r = 4] 
3 Myocardial oedema 57 i 7 3 
a Myocardial rupture 22 [n 4 
Z Myocarditis 10363 m 
D Myocarditis post infection 2 D 

M i iti 1792 
© yopericarditis 9 o 
Q Nadal arrhythmia 4 T 
SC Nodal rhythm 11 = mdi 
=Z 
E Palpitations 30435 8828 19796 
2 Papillary muscle haemorrhage 1 E= 
o 
S Papillary muscle rupture 1 Ih 
ES Paroxysmal arrhythmia 11 In wx ud 
= 
e 
o 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Cardiac disorders Non Interventional Study 
Total t of 
Preferred Term Spontaneous AE Dm zi 
Pericardial cyst 3 
e ‘ i 
N icardit DEF [2 | 
oO F - eius 
o B HEN 
Z raps angina ) HRS cup ET HTS 
3 i | | 78 | RE 
D Postural orthostatic tachycardia syndrome 306 78 | 128 | NER 
Prinzmetal angi 36 E _——] 

p aie NECEM MS e mE 
2 Pulmonary valve disease 2 EE es CAEN RENTRER 
Pulmonary valve incompetence 7 ER EEUU 
3 y p ERES LEE PEN 
Q Pulmonary valve stenosis 3 ae = G po Pees 
Q Düren vale iheni 1 000 |. |. So [| — | 
S  Pulseloss electrical activity 40 [o | 5| [| — [| — | 
v Rebound tachycardia 1 NEREE EE ONES ERRAT 
IS Restrictive cardiomyopathy 2 Pe oo a 4 3 
N 
= 
C3 
(o>) 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Cardiac disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Rheumatic heart disease 5 

Rhythm idioventricular 1 

Right atrial dilatation 6 le E 
C Right atrial enlargement 10 
5 Right atrial hypertrophy 2 NEN 
— Right ventricular diastolic collapse 1 an he 
N Right ventricular dilatation 27 Ea a 
e Right ventricular dysfunction 32 na |] 
N . . 
S Right ventricular enlargement 6 ak 3 |] 

Right ventricular failure 71 
5 Right ventricular hypertrophy 10 Ih is | 2 |] 
7 Silent myocardial infarction 6 a e 
= Sinoatrial block 8 Pa 
3 Sinus bradycardia 148 a | œ | 
a Sinus node dysfunction 35 | 4d ee 
< Sinus tachycardia 849 
m Stress cardiomyopathy 121 = = | s% |] 
3 Subendocardial haemorrhage 1 ooo re 
[un 
2 Subendocardial ischaemia 2 [ic 1e I 

Supraventricular extrasystoles 296 145 
Z sun y [o5 
B Supraventricular tachyarrhythmia 8 L 
8 Supraventricular tachycardia 445 
C Systolic dysfunction 28 eos | 
= Tachyarrhythmia 189 
Tachycardia 25509 7876 17695 a ee 
= 
e 
o 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Cardiac disorders Non Interventional Study 


Preferred Term Secus AE SE s 
Tachycardia foetal 1 [| 2 p.p fre ups 
Tachycardia induced cardiomyopathy Bees e muc so ve-- l 
Tachycardia paroxysmal 80 Pom [| 4e | m2 | $8 | — 

C Torsade de pointes 14 ELS S m D—— 

S Toe cardiomyopathy © Pea f oaf do mo qol 

© Tricuspid valve disease s [2 | 6] | | 

N Tricuspid valve incompetence 117 ooo o 

= Tricuspid valve prolapse 1 pow ne ee ee 

Qd Trifascicular block s EE e 3m. o 

S vene rupture 5 [2 [| 5s | | | 

©) Ventricular arrhythmia e | zx: [| e | J | 

T Ventricular asystole 1 C HE es (eee T 

e Ventricular dysfunction 38 8 | E 3 | w% |] 

E Ventricular dyskinesia e D GESTIS E ee 

5 Ventricular enlargement 10 5 |? | | è | 

2 Ventricular extrasystoles 830 426 148 404 

S Ventricular failure a [3 | 8 { — | | 

E Ventricular fibrillation 288 | 28 | =] 

G Ventricular futter 4 L2 | 4! | | 

6 Ventricular hypertrophy 25 NHEECHENE EEUS SUNT 

C. Ventricular hypokinesia uno o s [ow 5 0| 

Z Venticulor pre ectaton s Ea p ee jj 

Q Ventricular remodelling 2 PE ERE ee 

8 Ventricular tachyarrhythmia 5 ER | Ba DEN 

C Ventricular tachycardia 284 | 9 laal 

Z Wanderhg pacemaker f JL IM. e poo WT o 

L Wolff-Parkinson-White syndrome 17 EE 

e 

o 
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* |-Intervel, C=Cumulative 
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System Organ Class 


Cardiac disorders Non Interventional Study 
Total # of == "ud | | 
Spontaneous AE 


Preferred Term 


System Organ Class 
cC Congenital, familial and genetic disorders Non Interventional Study 
z 
9 Total # of 
otal # oi 
N Ipaa Tem Spontaneous AE | 
(æ) Aberrant aortic arch 2 
= 
N Abnormal palmar/plantar creases 1 
N 
X Accessory muscle 3 
C Accessory spleen 4 
E: Acquired gene mutation 1 
U 
2 Acral peeling skin syndrome 2 
c Acrodermatitis enteropathica 1 
O Adenomatous polyposis coli 2 
UO 
Q Adrenogenital syndrome 1 
o Adrenoleukodystrophy 1 
Q 
E Alpha-1 antitrypsin deficiency 2 
5 Amegakaryocytic thrombocytopenia 2 
[o] Ç ` i 
Z Amyotrophic lateral sclerosis gene carrier 2 
& Anal airesia 1 
Q 
< Anencephaly 7 
D Ankyloglossia congenital 3 
( Anodontia 1 
Q 
Q Anomalous pulmonary venous connection 2 
o Anophthalmos 1 
Kas 
G Anotia 1 
Antithrombin III deficiency 6 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Congenital, familial and genetic disorders Non Interventional Study 


Total # of 


Preferred Term Spontaneous AE 


= 


Aorta hypoplasia 

Aplasia 

Aplasia cutis congenita 

Arachnodactyly 

Argininosuccinate synthetase deficiency 
Arnold-Chiari malformation 
Arrhythmogenic right ventricular dysplasia 
Arterial tortuosity syndrome 
Arteriovenous malformation 

ASAH! related disorder 

Asplenia 


Asymmetric crying facies 


Naa a0 2 AN MD A AD 


Ataxia telangiectasia 
Atrial septal defect 


A 
eo 


Atrioventricular septal defect 

Auditory neuropathy spectrum disorder 
Autoimmune lymphoproliferative syndrome 
Benign familial haematuria 

Benign familial pemphigus 

Bicuspid aortic valve 

Biliary hamartoma 

Birth mark 

Blindness congenital 

Block vertebra 

Brachydactyly 

Brachyolmia 

BRAF gene mutation 


2 a NA 2 42 R0-2309-2 au 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Brain malformation 2 
Branchial cyst 4 
Breast malformation 1 
C Brugada syndrome 15 
= CADASIL 1 
Qo 
— Cancer gene carrier 1 
N Cardiac septal defect 2 
Ez Camitine palmitoyltransferase deficiency 1 
ANI Cataract congenital 2 
S Caudal regression syndrome 1 
U 
= Cerebellar hypoplasia 1 
L Cerebral arteriovenous malformation haemorrhagic 1 
o 
- Cerebral cavernous malformation 3 
5 Cerebral palsy 17 
ke) Cerebrovascular arteriovenous malformation 4 
2 Chimerism 1 
a Chordee 2 
< Chronic granulomatous disease 1 
Re) " 
© Cleft lip 2 
o Cleft lip and palate 4 
[un 
Q 
Q Cleft palate 4 
< Cleft uvula 1 
= 
= Clinodactyly 2 
8 Cloacal exstrophy 3 
e Coarctation of the aorta 3 
o 
b Colour blindness 23 
Es Combined immunodeficiency 2 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Congenital absence of cranial vault 2 
Congenital amputation 1 
Congenital anomaly 45 
C Congenital aortic stenosis 1 
= Congenital arterial malformation 1 
9 Congenital cardiovascular anomaly 1 
N , 
N Congenital central nervous system anomaly 6 
G Congenital cerebrovascular anomaly 1 
ANI Congenital cystic kidney disease 2 
S Congenital cystic lung 3 
= Congenital cytomegalovirus infection 1 
L Congenital diaphragmatic hernia 1 
o 
- Congenital eye disorder 2 
6 Congenital foot malformation 1 
9 Congenital genital malformation 
3 Congenital great vessel anomaly 2 
a Congenital haematological disorder 1 
< Congenital hand malformation 1 
b: Congenital hearing disorder 
3 Congenital heart valve disorder 2 
p= 
Q Congenital hydrocephalus 6 
< Congenital hydronephrosis 3 
=Z 
2 Congenital hypercoagulation 1 
8 Congenital inguinal hernia 
2 Congenital jaw malformation 1 
o 
YT Congenital LUMBAR syndrome 2 
ES Congenital methaemoglobinaemia 1 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Congenital mitral valve incompetence 1 
Congenital musculoskeletal disorder 1 
Congenital musculoskeletal disorder of limbs 7 
C Congenital musculoskeletal disorder of skull 2 
= Congenital musculoskeletal disorder of spine 5 
9 Congenital myasthenic syndrome 1 
N Congenital myopathy 1 
Ez Congenital neurological degeneration 1 
ANI Congenital nose malformation 1 
S Congenital nystagmus 1 
= Congenital optic nerve anomaly 1 
L Congenital oral malformation 1 
o 
- Congenital skin dimples 1 
5 Congenital thyroid disorder 
9 Congenital tricuspid valve atresia 1 
3 Comeal dystrophy 7 
a Cortical dysplasia 2 
< Craniosynostosis 2 
m Cryopyrin associated periodic syndrome 2 
3 Cryptorchism 3 
[un 
Q CYP2C19 polymorphism 1 
< Cystic fibrosis 1 
=Z 
2 Cystic lymphangioma 7 
8 Cytogenetic abnormality 6 
S Dacryostenosis congenital 2 
PT Dermoid cyst 7 
ES Developmental hip dysplasia 1 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 843 


Pfizer, Confidential 


Page 24 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 


Congenital, familial and genetic disorders Non Interventional Study 


Preferred Term AE — 7 ee | e a jl 

Diastematomyelia MEN TENER BELICE ee es ee 

Diastrophic dysplasia 1 |- ee quo a -- 3p — 

Dolichocolon t. qw. -.qpe:k-p4]e i-o 2l 
(C Double inlet left ventricle Wee die — sl — HU 
Z Double outlet right ventricle 2 012 | 2 | [| | |  . 
Q Ductus arteriosus premature closure 1 ĪA 
3 Dysmorphism ec tq og (Se | es 
C^ Ectopic thyroid ae (ie pn. (A O H 
Q4 Ectrodactyly E NEC T H eae (Se Serer [a RE: 
S  Ehlers-Danios syndrome m. ITH HH HH HTH f 
9  Eliptocytosis hereditary 1 ee Se e ee H e 
WC Encephalocele vok o Te ox 
Z Epidermolysis bullosa aoo ps a e e a aÃ 
B Bomphaios € eee a I (ee sp a ou 
z Factor l mutation EE ECESE [E eel) SS (| CE 
Š Factor IX deficiency ie Se HH E 
S FactorV deficiency 5 cee eee H H qoa d 2 f J | 
Z raar VII deficiency ee a eee H a H T T HS 
S Factor Vil decency 9 a i T 3f f | 
D Factor V Leiden mutation Ms oll oe cs It a2] HS 
S. Factor X deficiency gi i i e a dt o cH E 
Z Factor Xi deficiency S = i fe ENDS ST 
W Factor XIII deficiency PA See [E se —— HS 
© Fallot's tetralogy 7 [83 P oT | S T [j| ^ 
2 Familial amyotrophic lateral sclerosis 2 [c 2— 4p 32- ees e ee 
S Familial hemiplegic migraine A ee) HE Soa Jm lcu s. | E 
P- Familial mediterranean fever t (1 05m Ju wp ow x. 3L 2j 
2 
O 


* |-Intervel, C=Cumulative 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Familial periodic paralysis 5 
Familial tremor 2 
Fibrodysplasia ossificans progressiva 1 NELLE 
E Foetal chromosome abnormality 4 ETT | -—— + | 
e : x ; 
Z Friedreich's ataxia 1 I LT 
A intestinal arteri | E NES 
QI Gastrointestinal arteriovenous malformation a ll cdl COME 
U 
O Ar, 
6 Glucose-6-phosphate dehydrogenase deficiency n a l 
Z Haemophiia 12 or Ex ur n 
D Haemorrhagic arteriovenous malformation 1 n III) 
S uade, T DNE ME € 
Hereditary angioedema 9 [iz ud n n 
T n M s n H "Le 
E Hereditary angioedema with normal C1 esterase inhibitor 1 n ee ee l 
o 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 
Hereditary neuropathy with liability to pressure palsies 3 
Hereditary optic atrophy 1 
Hereditary spherocytosis 2 
Heterotaxi 2 

C eterotaxia 

= Homocystinaemia 1 

o Huntington's disease 10 

N Hydranencephaly 1 

Ez Hydrocele 13 

N . 

N Hyperexplexia 3 
S Hyperglycinaemia 3 
= Hyper IgD syndrome 1 
7 Hypertrophic cardiomyopathy 43 
- Hypochondroplasia 1 
5 Hypophosphatasia 1 
oO Hypoplastic left heart syndrome 4 

o : 

3 Hypospadias 

a Ichthyosis 1 
< Imperforate oesophagus 1 
m Inborn error of metabolism 1 

ó Intestinal atresia 4 

p= 

Q x " 

Q Intracranial lipoma 1 
< Isodicentric chromosome 15 syndrome 1 
= 
= Janus kinase 2 mutation 2 
8 Kearns-Sayre syndrome 1 
2 Keratosis follicular 4 
PT Kidney duplex 2 
E Kidney malformation 5 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Congenital, familial and genetic disorders 

Preferred Tem Eet AE 

Klippel-Trenaunay syndrome 1 

Laryngomalacia 2 

Left-to-right cardiac shunt 1 
E Limb hypoplasia congenital 1 
= Limb reduction defect 2 
9 Long QT syndrome congenital 1 
N Low set ears 1 
EE Macrocephaly 1 
N Macroglossia 26 
Q Malformation venous 1 
o MELAS syndrome 1 
<L Melkersson-Rosenthal syndrome 4 
e Meningocele 1 
5 Meningomyelocele 1 
ke) Metabolic myopathy 1 
2 Methylenetetrahydrofolate reductase gene mutation 6 
a Microcephaly 1 
E Micrognathia 1 
m Micropenis 4 
5 Microphthalmos 1 
a Mitochondrial encephalomyopathy 1 
< Mitochondrial myopathy 2 
Y Mitral valve atresia 2 
8 Moebius Il syndrome 1 
2 Multiple congenital abnormalities 3 
= Muscular dystrophy 9 
ES Myocardial bridging 3 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Myoclonic dystonia 4 
Myoclonic epilepsy and ragged-red fibres 1 
Myotonic dystrophy 2 
~ Naevus flammeus 3 
d 
= Nail aplasia 1 
9 Neonatal alloimmune thrombocytopenia 1 
N Neonatal haemochromatosis 1 
e v , 
= Neurofibromatosis 5 
N Non-compaction cardiomyopathy 2 
Q Odontogenic cyst 1 
I 
= Osteogenesis imperfecta 2 
L Pachyonychia congenita 1 
o 
v Pancreas divisum 1 
5 Parkes-Weber syndrome 1 
g Paroxysmal extreme pain disorder 4 
3 Patent ductus arteriosus 
a Pectus excavatum 2 
Q 
< Penoscrotal fusion 1 
b: Persistent foetal circulation 1 
5 Pfeiffer syndrome 1 
p= 
Q Phelan-McDermid syndrome 1 
< Phimosis 6 
= 
= Platybasia 1 
8 Polycystic liver disease 1 
C Polydactyy 2 
o : ; 
S Polymicrogyria 1 
N P hal 1 
N orencephaly 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Congenital, familial and genetic disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 


= 


Porokeratosis 
Porphyria 
Porphyria acute 


Porphyria non-acute 


+} 
[^] 


Potter's syndrome 
Preauricular cyst 

Primary ciliary dyskinesia 
Protein C deficiency 
Protein S deficiency 
PTEN gene mutation 
Pulmonary artery stenosis congenital 
Pulmonary hypoplasia 
Pulmonary malformation 
Pulmonary sequestration 
Pulmonary valve stenosis congenital 
Rathke's cleft cyst 

Renal aplasia 

Renal dysplasia 

Renal fusion anomaly 
Retinitis pigmentosa 
Right-to-left cardiac shunt 
Rippling muscle disease 
RUNX1 gene mutation 
Schizencephaly 

Scimitar syndrome 


Sensory neuropathy hereditary 


— N a a a a =F Q a a NY NN NN YN a co A NY | oc ^ 


EE E 
ECC 
NE GE 
EE SEM 
p 
Te 
KA 
CAT 
Ee 
EUNT 
MEE 
CHE 
EN 
NEN 
CE 
[8 il 
EA 
E 
p 
I 
Neu 
Le 
L 


Short-chain acyl-coenzyme A dehydrogenase deficiency 
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Preferred Term eùe AE 1 | 
Sickle cell anaemia 2c dg HE e es ee 
Sickle cell disease ee eee E 8 ae ee ae 
Single atrium re eee r a a a 

> Single umbilical artery So at pee t= a mill eer E al 

S Skeletal dysplasia AN ES EEN HE H H _ i _ 

Z. Sknmalomaton 2 Ço f e f J o x 

Qi Spinabifida & p 2 o9 dr. J | 

© sual muscular atrophy 2 [2 | 2| J | 

N Spinal vessel congenital anomaly 1 E SET ae en (ens 

Q _Stargardts disease $i eqs 

9 Sturge-Weber syndrome 6o (Sees H S 

<< Supernumerary nipple 3 DEM ME m ME S A 

Z 0 Syndactyly ae eee ee (ae ee ee ees 

5 sands eee eee ee ooy — 5j 

> Talipes MEE eed NECS PEORES 

3 Telangiectasia congenital 1 an ee NE a oe 

S Thalessaemia ey ea ee (a H 4c. 7 

Z Thalassaemia minor 7 3] 2 [| 2 | 5| 

2 Thvroglossal oyat a e ee eee 

S Tourette's disorder E RETE OE eS 

Q Tracheo-oesophageal fistula 1 o ee ae iY 

Z Transposition of the great vessels 4 ee eee e l 

S Tisomy13 ITH ITI 

8 Trisomy 16 1 | ow cq d- qo ee 7 

S Trisomy 18 ee eee ee ee 

S deme UIT H HE H | T HOT HE 

Es Trisomy 8 1 pou qu ur 

=) 

o 

o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Congenital, familial and genetic disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Turner's syndrome 3 
Type lla hyperlipidaemia 2 
Type V hyperlipidaemia 7 
C Univentricular heart 1 
= Urachal abnormality 1 
9 Urethral atresia 1 
N Urethral valves 3 EU 
Ez Urinary tract malformation l 
N 
À VACTERL syndrome 1 y 
Vascular endothelial growth factor overexpression 1 
5 Vascular malformation 6 dl 
3 Venous angioma of brain 4 EE] 
- Ventricular hypoplasia 2 fF 
5 Ventricular septal defect 14 i a 
9 Vertebral artery hypoplasia 1 DEBERE 
> Vestibulocerebellar syndrome 3 Z 54] 
S 
S VEXAS syndrome 1 Ly 
< Von Willebrand's disease 5 C1 
Re) "TH 
D Williams syndrome 1 i fe 
Wolf-Hirschh d 1 
P olf-Hirschhorn syndrome D 
a X-linked lymphoproliferative syndrome 1 m — i 
Z XXX syndrome 1 sel 
9 Total: 1143 
LO 
8 
a System Organ Class 
D Ear and labyrinth disorders Non Interventional Study 
S [ seos H | serous 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Ear and labyrinth disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Acute vestibular syndrome 80 

Auditory disorder 238 

Aural polyp 1 
C Auricular swelling 42 ELM 
= Autoimmune inner ear disease 2 ha 
e T : i EN 
= Chondrodermatitis nodularis chronica helicis 1 EE oo 
N Conductive deafness 9 əs DENEN 
R Deafness 1448 cs | 

oO . 

5 Deafness bilateral 99 |. a | | | 
$ Deafness neurosensory 220 Ea | — .] 
6 Deafness transitory 68 | 6 l 
9 Deafness unilateral 719 ml 
Z Earcanalerytheme 1 E TS 
Re) H 

Q " " 

B Sat a aay 
Ear discomfort 2217 

Z | | 508 | 508 | 

dc ide 286 | 88 | 5| 

Q  Earhaemorrhage 90 
e Ear inflammation 61 rum m 
o 
w Ear odour 1 aan aa 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
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System Organ Class 
Ear and labyrinth disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Ear pruritus 242 
Ear swelling 388 
Endolymphatic hydrops 19 > eae 
(C Eustachian tube disorder 13 n pe 1 —— 
"e Eustachian tube obstruction 32 Ooo | Eo a 
e Excessive cerumen production 42 a a ee 
N . 
on : 
Z Haematotymponum Erm E | 
> Inner ear infarction 8 
3 Infarction RENE i pud 
Z Mastoid disorder 5 eae = NER 
2 k x 
N 's d 193 193 
E s BEN REEL 
Middle ear effusion 36 Is pud i ia 
KES "n n H 
E Middle ear inflammation 36 
o Misophonia 12 
2 Mixed deafness 4 Eas 
Y Motion sickness 203 | 86 | 
C eonatal deafness 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem bae AE 

Neurosensory hypoacusis 38 

Noninfective myringitis 5 

Otolithiasis 22 
C Otorrhoea 56 
5 Otosclerosis 8 EIE NEN 
S Paraesthesia ear 41 ES | 72 | 8 | æ | 
= Phobic postural vertigo 17 =a s lala 
S ned ear syndrome mR 
S Sudden hearing loss 882 | ama | 82 l 
L Superior semicircular canal dehiscence 1 fF nll 
5 Tympanic membrane disorder 28 4 | & | 4 | æ | 
oO Tympanic membrane hyperaemia 5 eee sl Be ae ee ee 9 
2 Tympanic membrane perforation 27 | 5 | a | s [| u | 
Z Vertigo labyrinthine 23 = e 
3 Vertigo positional 650 | 79 | 29 | 315 | æ 
S Vestibular ataxia e [f 2 ù| ef | | 
Q Vestibular disorder 203 | 38 | 39 | 34 | 10 | 
< Vestibular ischaemia 3 T T HT oe — l 
E Vestibular paroxysmia 1 al an a rd 
e 
D System Organ Class 
G 
3 
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System Organ Class 


Endocrine disorders 


Preferred Term 


Addison's disease 

Adrenal atrophy 

Adrenal cortex necrosis 
Adrenal disorder 

Adrenal haemorrhage 
Adrenal insufficiency 
Adrenal mass 

Adrenal thrombosis 
Adrenocortical insufficiency acute 
Adrenocorticotropic hormone deficiency 
Adrenomegaly 

Androgen deficiency 
Anovulatory cycle 
Autoimmune hypothyroidism 
Autoimmune thyroid disorder 
Autoimmune thyroiditis 
Basedow's disease 
Carcinoid crisis 

Central hypothyroidism 
Cushingoid 

Cushing's syndrome 
Delayed menarche 

Diabetes insipidus 

Empty sella syndrome 
Endocrine disorder 
Euthyroid sick syndrome 


Fertility increased 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Endocrine disorders 
Preferred Term eùz AE E 
Glucocorticoid deficiency 3 
Goitre 22 | 2 | æ | a 
Growth hormone deficiency 2 en Ee eee as) 
m Haemorrhagic thyroid cyst Or | ikem rol eat EC EET 
Zi Hyperadrenocorticism t pegeeugc.qm--umo qr 
S. Hyperaldosteronism 2 [| [| 2 [| | | 
A Hypercalcaemia of malignancy ee Cees eee) (ee 
S  Hyperoestrogenism te HT H E 
C Hyperparathyroidism 8 ooo wk xis ee 
Q  Hyperparathyroidism primary 5 zm. ee sed 
S — Hyperparathyroidism secondary 2 ft ft 2| ^»! 
T Hyperplasia adrenal s quee qom mp. E 
Z Hyperprotactinaemia $ je m qu E s 
E Hyperthyroidism se | 25 | 56 | — | | 
xo  Hypoparathyroidism a. Qq— owe esc sj 
Z Hypophysls 5 [ [2 | 2 | 3 | 
Ej — Hypopituitarism wo qw qeow: quoe "qb 8] 
Z Hypothalamo-pituitary disorder i E cdd oeque. JT a 
D Hypothyroidism s3 | zo | e | — | — 
Q Immune-mediated hypothyroidism 1 fF ae a l 
Z  Immune-medietedthyroidiis | s [2 ]|s3/| 45 | 
2 Inappropriate antidiuretic hormone secretion 23 8 | Ea e o 
(Q Luteal phase deficiency 6 | | 1 [| 4 | 5 | 
C) Lymphocytic hypophysitis 1 LEN ENEN ee ee 
= Myxoedema 5 Em ze ee 2 oho "D ee 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Endocrine disorders Non Interventional Study 


Total # of 
Ferme. Torm Spontaneous AE |. 7 
C Pituitary apoplexy 6 Wu m 
= Pituitary-dependent Cushing's syndrome 2 D me d 
9 Pituitary enlargement 2 ERE EM 
e Pituitary infarction 1 a EE 
A Polyglandular autoimmune syndrome type | 1 RESET EEG 
Polyglandular autoimmune syndrome type II 1 
S nes. yndrome typ <A 
7 Premature menarche 27 fF [4 
- Primary hyperaldosteronism 3 fF za 
5 Primary hyperthyroidism 6 EN | 06 | 
9 Secondary adrenocortical insufficiency 4 e a | 
3 Secondary hyperthyroidism 2 
a Secondary hypogonadism 1 ll ERE 
Z Sientthyroiditis 9 
C Thyroid calcification 1 jac 
2 : 
Th 2 4 
© yroid cyst 8 4 0 | 
< Thyroid disorder 299 120 
Z 
Q Tad haemorrhage i gei. 
$ Thyroiditis 225 
S Thyroidiis acute so fos Jys f | 
o 
- Thyroiditis chronic 3 1 
Oe Qs TREE DECRE. USENET 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
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System Organ Class 
Endocrine disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Thyroid mass 123 
Thyroid pain 92 
Thyroid stimulating hormone deficiency 3 = __ 
= Thyrotoxic periodic paralysis 1 rl NE 
N Toxic nodular goitre 6 Ed 
e Total: 4115 1310 2772 
N 
N 
[e] 
N System Organ Class 
= Eye disorders 
+ 
o 
iE Total # of 
c Preremed. rom Spontaneous AE 
normal sensation in eye 
O Abnormal ion i 219 
UO 
2 Accommodation disorder 65 
2 Acute macular neuroretinopathy 18 
Q Age-related macular degeneration 13 
Z Altered visual depth perception 22 
[9] 
Z Amaurosis 29 
& Amaurosis fugax 101 
Q 
< Amblyopia 11 
D Anaesthesia eye 1 
a Angle closure glaucoma 17 
Q 
e Anisocoria 90 
ge! 
o Anisometropia 1 
had 
Ad Anterior chamber cell 1 
n Anterior chamber flare 2 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Tem Spontaneous AE 
Anterior chamber inflammation 3 
Anterior chamber opacity 1 
Anterior segment ischaemia 1 BEEN 
N Atopic keratoconjunctivitis 1 Da e o 
EE Autoimmune eye disorder 3 EE INE EODD 
EN Autoimmune uveitis 6 e f o | 
Bell's phenomenon 5 3 
5 Binocular eye movement disorder 15 ERE WEE 
7 Birdshot chorioretinopathy 2 NE UND NM 
- Blepharal pigmentation 1 haan ae 
9 Blepharitis allergic 2 ze DEREN 
> Blepharochalasis 3 IEEE 2 |] 
S EN 
a Blepharophimosis 1 IF c i 
< Blepharospasm 784 | 08 | 230 | 
OH H 
S Blindness 970 eo | | 
Blind rtical 5 
2 Blindness transient 274 EL |o 
Blindness unilateral 328 328 
= p 
LEE onus 150 o o 
Q Cataract cortical 1 = E jJ HHT H 
S Cataract nuclear 4 EE H 
o 
v Cataract subcapsular NEM UNES 
N Central serous chorioretinopathy 46 s| l 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Tem Spontaneous AE 

Central vision loss 13 

Chalazion 55 

Charles Bonnet syndrome 3 fev 
5 Chorioretinal disorder 4 za NES 
= Chorioretinal folds 1 ES ie 
S Chorioretinopathy 30 |o: | | | 
= Choroidal detachment 2 | — 3] 
N " . 
S Choroidal haemorrhage 1 a d. — 1 
O -— Ç 
5 Choroidal infarction 1 a oo 
L Choroidal neovascularisation 10 za fo 
o 
o 
> Ciliary muscle spasm 3 
2 y C p Sa 
Q 
< Colour blindness acquired 2 i ed 
Re) mn 
D Computer vision syndrome 2 mE r] 

Conjunctival adhesi 2 2 
B i 3 E Eee 

Conjunctival defect 1 
rrna — 
= Conjunctival discolouration 3 E O a 
8 Conjunctival disorder 12 
2 Conjunctival haemorrhage 437 Ee aaa 
- Conjunctival hyperaemia 222 | s | zm | 
N Conjunctival irritation 28 E NECEM 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Preferred Term ha AE : odis r UO : 

Conjunctival oedema Ec peces oW imber - -upe— - =] 

Conjunctival pallor 6 | eque fssER p ee ee — 

Conjunctival suffusion 1 ae ee ee eee ee DEN 
<> Conjunctival telangiectasia 1 Ses a es es ee eee 
© Conjunctival ulcer 2 Lea oa ducc o dro dq 4j 
S Conjunctival vascular disorder 1 In — q*m-E--4-——l- e --] 
Qi Conjunctivitis allergic e [5] 2 | v | 4| | | 
C ertad lens intolerance 1 pes ae TH H ERR: 
Q4 Comeal bleeding U cn we ub gno xp — 3 
S Comealdecompensation 1 hbro t e e ia 25 
O —_Comeal defect 1 een (ee Ce) IE 
T Comeal degeneration 2 E [ic |e | | TE 
Z Comeal deposits 2 E llq.--qu a ae Im ees 
B Comeal disorder w jæ | ee l e e d 
zy  Comeal endothelial cell loss 1 eee es ee 
Z Comeslendolhelitis ea ee ee es ee ee 
Ex Comeal epithelium defect Bas ee ee ee ee ee 
Z Comeal erosion u powders groom ipo o C cupi S 
G ^ Comealexfoliation 1 p dudes c e c ep — 2] 
S ^ Comeolinfitrates 3 [- — Ju -9-qnu Esp): 
S.  Comeal irritation 1 E e IE e a | HE 
Z caned lesion 5 baa yep aa H H H ST 
S  Comeal oedema w T I D a HE 
Œ Comeal opacity Be. cpm eS (ee (RFS irse 
S  Comeal perforation 1 SS Ss en ee ee ee 
T, Comeolpigmentetion 1 mm EZ e a | E 
C Comeal scar 1 ae E 
G 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Preferred Term rates AE 
Gomeal thinning prs SS (E a uec 
Cyanopsia 2 rx poses ļ 2 ùe] JỌ | 
Cyclitis 1 ae a ERE a) 
C Cystoid macular oedema 19 | 19 | 
= Dacryoadenitis acquired 7 ETE 
9 Dacryostenosis acquired 6 RENI ER JM 
Ez Delayed dark adaptation 1 je ie Loo pm 
N Dellen 1 oa ae MENFE E 
S Dermatochalasis 12 HN cm e Pes 
S Detached Descemet's membrane 1 Se Ea GENE. DNE 
L Detachment of retinal pigment epithelium 2 o 2 | A 
e Diabetic eye disease 1 i o | Pea 
5 Diabetic retinal oedema 1 o ooo] Eo E l 
5 Diabetic retinopathy 2 e pop 
3 Diplopia | 1722 268 879 278 NEXU 4 |] 
S. Disorderof orbit $ qe f if è | Oo S 
« Dry age-related macular degeneration 6 Ir es i L- 7 f. es 
D  Dyschromatopsia S qs pne poss qose qp - qq. --— 
S. Dysmotropsia [L— pee] | E 
Z er e d= H T ee H H T HH HS 
Q Eczemaeyelids 53 EEEEENER NINE ME 
8 Endocrine ophthalmopathy 35 HEE 
fà  Enophthaimos S jpeg: 
S  Epretinalmembrane EE RC T | 
C Episcleritis e | 4 [ 2 | s | 
3 
o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem ùes AE 

Erythema of eyelid 229 

Erythropsia 8 

Excessive eye blinking 29 

Excessive ocular convergence 1 cmm 
Exfoliation syndrome 1 EE 
Exophthalmos 50 | 5 | 
Exposure keratitis 2 EN 
Extraocular muscle disorder 20 EC 
Exudative retinopathy 1 i We sl 
Eye allergy 76 
Eye colour change 24 EN 
Eye discharge 218 | 6€ | 
Eye disorder 855 | 283 | 
Eye haematoma 65 | 65 | 
Eye haemorrhage 566 | 565 | 
Eye infarction 50 | 50 | 
Eye inflammation 571 
Eye irritation 1531 
Eyelash changes 2 mu 
Eyelash discolouration 6 FEIN 
Eyelid bleeding 11 ELM 
Eyelid cyst 16 oes | 
Eyelid disorder 111 OoOo“ | 
Eyelid exfoliation 10 
Eyelid function disorder 97 
Eyelid haematoma 50 
Eyelid irritation 124 Ea 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Eyelid margin crusting 19 

Eyelid myoclonus 10 

Eyelid myokymia 23 
E  Evelid ptosis 485 246 | $6 | 
Ns Eyelid rash 76 
e Eyelid retraction 6 ESSEN 
N " . 
QI Eyelid sensory disorder 35 E CN 
S Eyelid skin dryness 18 5 | 
©  Eyelids pruritus 149 
7 Eyelid thickening 14 
- Eyelid vascular disorder 4 P| 
5 Eye movement disorder 353 
9 Eye oedema 228 | a0 | 
a Eye pain 6217 | 1288 | 
< Eye paraesthesia 57 
Re) . 
S gye pruritus 1680 a2 | 28 | 
Q 
B rmm 2 

Eye ulcer 15 3 
S o5 [gei] 
Q appr eyelid syndrome 2 HE HER cn 
8 Foreign body sensation in eyes 124 a | a | 
S Fuchs'syndromo 4 Se que 
o 
v Geze pals 99 
C iS PEE Ls e 
LC Giant papillary conjunctivitis 3 ae in 
— 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term Evañ AE xq d 

Glare a ee ee ee ee ee eee 

Glaucoma qr irs 40 qu T H TH 8c 

Glaucomatocyclitic crises 2 HERE la i DEED DENEN 
(C Growth of eyelashes Ge all et il tee he ea 
S —Halovision s | 4 | d | 3 | 19 | 
S Heteronymous diplopia = = = + 
Qi ^ Helerophoria 0 | 2 J| 5 | 2 | 5 | 
C  Homes-Adie pupil ee a ee ee 
Q4 Homonymous diplopia e EA (eee Tes ee Cee 
Q Hyperaesthesia eye pde qe qe xl 
C. ^ Hyposesthesia eye us (| s | a | s | 79 | 
= Hypotony of eye | |]. DL. Lo ë ëğġëO 
6 Idiopathic orbital inflammation 5 | 5 | It- O O 
9 Inflammation of lacrimal passage 2 Ea Eee ee 
S ieee [D xL i - xj 
S moons $1 | e [wj | —— 
Z irisadhesions © a ee pow po J | 
S eost fe T ID H a 
S Iris discolouration 2 qo qJ T aoi] 2 | 
S. iris disorder Be I AS I E 
Z  iisneovascularisation este is ~ ee a ls coz 
9 me na | 2 | $ [| 3 | 
(Q  Keratic precipitates 5 BEEN TE D PEN 
S Keratitis 86 
= Keratitis interstitial 1 za a 
G Keratoconus s qom. |5| | 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Lacrimal disorder 12 
Lacrimal gland enlargement 5 
Lacrimal structural disorder 1 
E Lacrimation decreased 16 a | 
e : z 
=  Lensdislocation hcc Wc 
N i 97 | SI 
Ej iae RC HM HE 
Lenticular opacities ie = | 
Si tener op E VENERE 
2 eens aa a RENE ERN: 
Z Lid sulcus deepened 12 ae (ee | DENEN 
=  Unpa swelling 4 ae E ee a ee 
& Loss of visual contrast sensitivity 2 en eae ae ee HE 
y Macular chery-red spots 2 NENRO MENO NEN, ee 
> Macular degeneration 54 is ERUNT AE t 
S. Macular detachment 4 uU. T oye sl 
Z Macular fibrosis 2 uc ES che st 
3 | EO 
S taiata 13 L pec] 
Macular ischaemi 3 a p 
p. aes = a 
S ei 112 fe x 
Macular opaci 1 Eoi ES 
Z pacity i L 
Q Macular scar 1 BEEN ee ee (| H 
= Meibomian gland discharge 1 EP SEE A 
N 
vr 
e 
(o>) 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Tem Spontaneous AE 
Meibomianitis 2 
Metamorphopsia 90 
Miosis 57 
(C Mydriasis 246 | w0 | 
9 Myopic chorioretinal degeneration 1 ERN 
N Necrotising retinitis 11 Oon | 
e Necrotising scleritis 1 te lu 
N = " 
e Neovascular age-related macular degeneration 24 |o: | 
Neurological eyelid disorder 5 
m ae NEN 
C? Night blindness 16 2 
3 Noninfective chorioretinitis 2 | vx | 
v Noninfective conjunctivitis 2 Fil 
5 Ocular discomfort 1349 
9 Ocular dysmetria 2 BEEN 
> Ocular hyperaemia 2176 522 
S | EN 
S Ocular hypertension 74 
« Ocular ischaemic syndrome 7 
Re) H 
o Ocular myasthenia 31 
Ocul 8 2 
q cular rosacea 2 | 
2 Ocular sarcoidosis 2 
Ocular vascular disorder 106 | 85 | 
T T 
B Ocular vasculitis 9 o |] 
8 Oculogyric crisis 17 
2 Open angle glaucoma 4 NEUEN 
o 
- Ophthalmic artery aneurysm 1 n 
C phthalmic artery occlusion 
w 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Preferred Term Ene be AE dq f 
Ophthalmic artery thrombosis Q^ sss (E qp ex e HT I 
Ophthalmic vein thrombosis Bt qs quoe qu. — p e.t 
Ophthalmoplegia 15 — | 4 | v5 | — d [ 1 | 

C Opsoclonus myoclonus 3 =| 

= Opticatrophy 13 | 6 | E NEN LEE ee 

S Optic disc disorder pe qp q- 2$] EEREN 

N Optic disc haemorrhage 7 lz 

C Optic discs blurred £s aes ce i 

ANI Optic ischaemic neuropathy 150 | 05 | BEEN 

S Optic nerve compression 1 mae za lec 

E Optic nerve disorder 45 əs | z | | 18 | 

L Optic nerve infarction 11 [rz | OOo 

= Optic nerve sheath haemorrhage 1 a oa E 

6 Optic neuropathy 34 | 2 | 3 | i=. 3 

9 Orbital cyst 4 NUES EE END 

3 Orbital haematoma 5 | 5 | in = 

& Orbital haemorrhage 2 ae ae L7 

Z Orbital myositis 5 NEM ee REN 

G Orbital oedema 12 ta 

B Orbital swelling 12 paoe 

S.  oOscillopsia 2 [ 2 | 5 | 

Z Gading 3 [es 

Ñ  Papilloedema 152 | 68 | 152 | EET 

€  Papilophlebitis 3 Pul 

2 Paralytic lagophthalmos 6 EAE a 1 EE 

= Parophthaimia e Ç eae EX HOT ee 

i Periorbital discomfort 17 mz E 

e 

o 

O 


* I=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Tem Spontaneous AE 

Periorbital disorder 6 

Periorbital fat herniation 1 

Periorbital inflammation 3 
(C Periorbitaliritation 2 pem 
= Periorbital oedema 301 | 124 | 
© periorbital pain 56 
Q] _Periorbital swelling 890 | 25 | 
is Posterior capsule opacification 3 a | NER 
3 Pseudopapilloedema 1 a EE NN 
« Punctate keratitis 12 EE 
OH " 
Q y h 
B eee r DEN 

Pupillary reflex impaired 34 21 13 
Z Puplleryrefleximp R= t=} HE 
E Recession of chamber angle of eye 1 i a= | iti 
o Refraction disorder 5 
(o>) 
v Retinal artery embolism 15 
E inal artery embok E EE 
M Retinal artery occlusion 207 
= 
eo 
Oo) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Eye disorders 

Preferred Term becl AE 

Retinal artery stenosis 2 

Retinal artery thrombosis 32 

Retinal cyst 2 EET 
C Retinal degeneration 19 | 19 | | -—— «| 
Z Retinal depigmentation 1 se] ae ooo o 
OQ Retinal detachment 204 SSE J a | a4 | 
Qi Retinal disorder 29 NEN | ser odo - 
C^ Retinal drusen LT 
N Retinal dystrophy NE NN eo p y EN, 
Q Retinal exudates 16 E CE Nox 
O^ Retinal fibrosis 1 EE C a 1 
T Raina fovea disorder 2 C D [p 
T^ Retinal haemorrhage 142 | m | es ae a 
E Rotnalinfarction 1 ae) | cos S 
g Retnalischaemia 18 EE | [- — 3r sr vla d 
S Reina microangiopathy 2 xr ER C nu 
a Retinal neovascularisation | o3 | LL. "IL 5 O 
Z Retinal oedema 26 as opu 5] 
2 Retnaipigmentation 2 NEN Es c we xj 
D ^ Relinalpigmentepitheliopathy = ey ae 
S. Relinalscar 2 ae poss heal 
Z Relator 86 m m DEEP UNDE 
Q Retinal toxicity 3 I ey HT ees 
8 Retinal vascular disorder 17 Eo p es | — 8 
e Retinal vascular occlusion 38 | 38 | FEEDER DERE 
= Sua € thrombosis 91 Ooo aw ae a IZD 
E Retinal vasculitis 17 a | TE 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Retinal vein occlusion 416 
Retinal vein thrombosis 155 
Retinal vein varices 1 IEEE 
= Retinal white dots syndrome 12 19 
o Retinopathy 21 
N Retinopathy hypertensive 6 a | 
e Retinoschisis 3 
N " 
QI Rhegmatogenous retinal detachment 2 2 | 
M Saccadic eye movement 5 Em 
U 
O en 
5 Scintillating scotoma 58 EEN 
7 Scleral cyst 4 ie 
v Scleral discolouration 14 EE ME 
5 Scleral disorder 6 a | 
9 Scleral haemorrhage 10 a | 
3 Scleral hyperaemia 5 oa 
a Scleral oedema 3 | o3 | 
< Scleral pigmentation 1 ie > 
Re) "T 
© Scleritis 51 
S tinal detachment 7 7 
© erous retinal detachmen Ea 
Q Spontaneous hyphaema 2 
< Staphyloma 1 ie I 
=Z 
B Strabismus 95 | 48 | 
LO : " 
© Subretinal fluid 4 NI 
2 Subretinal haematoma 2 mm 
o 
PT Sudden visual loss 36 a | 
N Swelling of eyelid 1307 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Tem Spontaneous AE 

Swollen tear duct 5 

Symblepharon 1 

Sympathetic ophthalmia 1 
C Tear discolouration 1 
= Tolosa-Hunt syndrome 7 f 
o Tractional retinal detachment 1 Ez 
N Ulcerative keratitis 23 E 
e ai 
= Uveitis 346 Ooo 
N x . 
QI Venous stasis retinopathy 4 i. oo 
S Vision blurred 8600 | 1659 | 

O l : 

5 Visual acuity reduced 602 | 158 
3 Visual acuity reduced transiently 18 
v Visual brightness 29 Pe 
5 Visual field defect 632 | 115 | 
9 Visual impairment 7540 | 2288 | 

> Visual snow syndrome 27 s | 

o l l 

S Vitreoretinal traction syndrome 3 i od 
< Vitreous adhesions 5 n 
Re) " x 

© Vitreous degeneration 5 DE 

Vit detach L 229 

S itreous detachmen i =| 

2 Vitreous disorder 24 BE NM 
Vitreous floaters 527 197 97 
ne Ere 

2 Vitreous haematoma 1 EN EE 

B Vitreous haemorrhage 94 afo 
-— Vitreous opacities 30 | 9 | % | 
N 
= 
e 
(o>) 

C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Vitritis 5 
Vogt-Koyanagi-Harada disease 15 
Xanthopsia 7 
C Xerophthalmia 11 
= Total: 61518 
Qo 
N 
N 
N System Organ Class 
e 
Y Gastrointestinal disorders 
N 
N 
& Total # of 
dn: Frefered Tem Spontaneous AE 
2 
Abdominal adhesions 7 
3 a = a 
O  Abdominaldiscomfort 5454 | 1069 | 
E Abdominal distension 2791 | 805 | 
Abdominal fat apron 1 = 
QD Abdominal hemi 11 
g ominal hernia 
2 Abdominal incarcerated hernia 2 
Q Abdominal mass 27 9 | 
Z Abdominal migraine 4 EE 
[9] 
Z Abdominal pain 19593 4277 4506 
Q 
Z Abdominal pain upper 11491 3595 2273 7896 57 
Q vo cp ar ge 
© Abdominal rigidity 121 | 4 | z |7 | | 1 | 
e Abdominal symptom 42 er | o |) æo f s] 
pea 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Abdominal wall haematoma 11 
Abdominal wall haemorrhage 3 
Abdominal wall oedema 4 
C Abnormal faeces 858 
= Acetonaemic vomiting 11 
Q Achlorhydria 2 EEUU 
A | Dr 
N Acquired oesophageal web 1 BEN I 
oO : x S 
5 Acute haemorrhagic ulcerative colitis 5 o ps3 
> Anaesthesia oral 109 91 EE! 
3 ! EEE EE 
Anal iste 1 MEINE S 
Z Analeczema 4 Ea ipo co 2n 
E | RENT 
M eae ? a L 
Anal eryth 3 i —— 
S Anal erythema z= esi 
Z ma fissure 7 [3x «x o o 
Anal fistula 7 4 DEED 
S ZA L 
B Anal haemorrhage 83 
8 Anal hypoaesthesia 5 
2 Anal incontinence 194 
o 
CS Anal inflammation 5 
M Anal paraesthesia 2 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Anal pruritus 28 

Anal rash 4 

Anal skin tags 1 
C Anal spasm 2 
= Anal sphincter atony 27 
Q Anal sphincter hypertonia 1 n 
N Anal ulcer 4 L-- 
EE Anastomotic ulcer perforation 1 NEN 
N " " 
QI Angina bullosa haemorrhagica 8 BEEN 
S Angular cheilitis 36 

O ; 

5 Anorectal discomfort 31 | 24 | 
3 Anorectal disorder 23 s | 
- Anorectal swelling 4 2 | 
5 Aphthous ulcer 915 
9 Apical granuloma 2 2 | 

> Appendicitis noninfective 1 

Q ane a 

S Appendicolith 2 am 
< Appendix disorder 16 a | 
Re) H 

6 Ascites 156 fe 
2 Atrophic glossitis 5 

Autoimmune colitis 6 
= Sas 
= Autoimmune enteropathy 1 IEEE 
8 Autoimmune pancreatitis 18 i 
2 Barrett's oesophagus 9 ae 
v Bezoar 1 

S E duo mr 
KS Bile acid malabsorption 9 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Bowel movement irregularity 152 
Breath odour 75 
Brunner's gland hyperplasia 1 ENT 
C Burning mouth syndrome 40 EU ELEM 
= Cardiospasm 23 | 9 | 
Q Change of bowel habit 61 ER m 
N " " 
M Chronic gastritis 43 EE | 09 | 
U 
7 Coeliac artery aneurysm 1 EBD | 
s Coaliac artery compression syndrome 1 aaa P| 
6 Coeliac artery stenosis 5 s | i — +] 
3 Calitis 388 209 179 
a Calitis ischaemic 102 | 42 | 
< Calitis micrascapic 57 
D Colitis ulcerative 561 | san | 
ipati 1 7 
P Constipation 585 
a Constipation neonatal 1 BEES 
SG Crohn's disease 289 289 
= 
= Cyclic vomiting syndrome 5 
8 Defaecation disorder 37 
e Defaecation urgency 121 
o 
b Dental alveolar anomaly 1 
Ez Dental caries 13 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Gastrointestinal disorders 


Preferred Term 


Dental cyst 

Dental discomfort 

Dental dysaesthesia 
Dental necrosis 

Dental paraesthesia 
Dental plaque 

Dental pulp disorder 
Diabetic gastroenteropathy 
Diabetic gastroparesis 
Diabetic gastropathy 
Diaphragmatic hernia 
Diarrhoea 

Diarrhoea haemorrhagic 
Diarrhoea neonatal 
Dieulafoy's vascular malformation 
Discoloured vomit 
Diverticular fistula 
Diverticular perforation 
Diverticulum 

Diverticulum intestinal 
Diverticulum intestinal haemorrhagic 
Dolichocolon acquired 

Dry mouth 

Dumping syndrome 
Duodenal perforation 
Duodenal stenosis 


Duodenal ulcer 


Page 57 of 393 
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Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term M eta AE 

Duodenal ulcer haemorrhage 13 

Duodenal ulcer perforation 3 

Duodenitis 18 

Duodenogastric reflux 22 

Dysbiosis 14 5 | 

Dyschezia 75 Eas ee 

Dyskinesia oesophageal 2 pow cgo uw ub ded 
Dyspepsia 2650 | &3 [| 19 | 3 | 7 | 
Dysphagia 4190 | 25.4 | 8 | 29 | 
Enamel anomaly 1 FERE RD RET. PEERS 
Enlarged uvula 115 HE GERENS RENS 
Enteritis 105 oe l 
Enterocolitis 51 es ee ee 
Enterocolitis haemorrhagic 26 ee CE HEN 
Enterocutaneous fistula 2 ay | (oe 
Enterovesical fistula 3 in is Ad 
Eosinophilic colitis 3 L. LL dq ë OE 
Eosinophilic gastritis 1 EE cop — 
Eosinophilic oesophagitis 14 EA AE e 
Epigastric discomfort 179 52 Loup. cq. 7 
Epiploic appendagitis 8 pow o ut y 
Erosive oesophagitis 3 DERE EC DR 
Eructation 436 

Faecalith 3 

Faecaloma 42 

Faecal vomiting 11 

Faeces discoloured 360 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Faeces hard 23 
Faeces pale 54 
Faeces soft 304 
C Flatulence 1052 
N Functional gastrointestinal disorder 123 sa J oa foa 1] 
C3 Y 
Gastric disorder 303 79 224 ae 2 
> Gastric mucosal lesion 2 a 
See at aes E a A FS 
S. Gastric perforation 5 ey | MEER REC RENE: 
Z Gastric polyps 7 a obe 5] 
S Gastiostenosis cents | C W cac 
> ; 
S a ier œ E G 7 ie 
Gastric ulcer perforation 2 EEUU 
Z scar [3 ar S 
(o>) 
v Gastritis erosive 19 NEC ERES ea BER CERNERET 
N 
= 
e 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Gastritis hypertrophic 1 
Gastroenteritis eosinophilic 3 
Gastrointestinal angiodysplasia 3 ES e 
C Gastrointestinal disorder 1661 
= Gastrointestinal fistula ht ha 
— astrointestinal haemorrhage 
9 Gastrointestinal h rr 203 
N Gastrointestinal hypermotility 30 a | 2 )] 
Ez Gastrointestinal hypomotility 20 | 9 | 5 | 
A intestinal Bannet EE 
A Gastrointestinal inflammation 138 a | 
Gastrointestinal motility disorder 93 29 | 
5 Gastrointestinal mucosa hyperaemia 1 a n —-—1 
3 Gastrointestinal mucosal disorder 6 [wd — 
- Gastrointestinal necrosis 38 aa l 
5 Gastrointestinal obstruction 7 Oz — —~ al 
9 Gastrointestinal oedema 21 a l 
> Gastrointestinal pain 1238 | 24 | | aa | 
o m 
S Gastrointestinal perforation 8 I: i 
< Gastrointestinal polyp haemorrhage 1 Ua ooo o o] 
E intestinal scart ERES 
D Gastrointestinal scarring E = il 
6 Gastrointestinal sounds abnormal 145 a | 4 | 113 
P n 2 ad e 
Gastrointestinal tract irritation 34 28 
Ss mest ee | 8 
o 
b Gastrooesophageal reflux disease 904 | 200 | 54 | 2 | 4 | 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Gingival atrophy 2 
Gingival bleeding 538 
Gingival blister 45 
C Gingival cyst 2 lee 
= Gingival discolouration 15 fF 
O Gingival discomfort e || 
Q Gingival disorder 45 
e Gingival erosion 4 
N " " 
N Gingival erythema 30 5 3] 
S Gingival hypertrophy 3 NEED 
E Gingival oedema 43 
3 Gingival pain 470 
- Gingival pruritus 6 
5 Gingival recession 22 R 
E Gingival swelling 300 
3 Gingival ulceration 22 4 o 
a Gingivitis ulcerative 14 
Z Glossitis 206 
OH H 
D Glossodynia 790 
3 Glossoptosis 7 ES 
[un 
Q x 
a Haematemesis 317 
«C Haematochezia 741 214 741 15 
= 
2 Haemoperitoneum 15 pa | s | 
8 Haemorrhagic ascites 1 a NENEE 
2 Haemorrhagic necrotic pancreatitis 1 == it, = 
o 
m Haemorrhoidal haemorrhage 46 Em NEG 1 
N Haemorrhoids 289 21 79 
N 
= 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Haemorrhoids thrombosed 139 
Hiatus hernia 81 
Hiatus hernia strangulated 1 
C Hyperaesthesia teeth 138 
= Hyperchlorhydria 51 LONE 
o Hypertrophy of tongue papillae 18 | 06 | 
N Hypoaesthesia oral 3878 | 1066 | | 2802 | 
e Hypoaesthesia teeth 18 ER DD | 14 | 
N " 
lleus 47 47 
X | ET a 
à Immune-mediated pancreatitis 1 Lad HERE 
- Impaired gastric emptying 57 E | 
6 Incarcerated umbilical hernia 1 n MEN 
a Infantile vomiting 79 
Q 
« Inflammatory bowel disease 70 NEN 
T 
D Infrequent bowel movements 15 s | EE 
Inguinal herni 27 13 
B eue : Ee EN 
Intestinal angina 1 
= inal angi b=] p 
E Intestinal angioedema 4 EE | i 
Q Intestinal atony 3 L 
2 Intestinal barier dysfunction 5 == 4 mr 
o 
= Intestinal congestion 2 Ooa c XE 
C ntestinal cys 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term HM S = — E T S T 

Intestinal dilatation o Çe ù efnis: f | 

Intestinal fibrosis bo E HE ee aS ~ HE 

Intestinal fistula ÁN ERR IMETE CENE DRE CENE PES 
> Intestinal haemorrhage a bea roges ——— os al 
= ntestnalinfarction y: ee a (a (ee | 
© intestinalischaemia 128 HENEE ees ee Eee 
Qi Intestinal mass 5 ds qpsss ee ee 
= intestinal mucosal tear |. de qe du ipo 35-3 
9 Intestinal obstruction we [| d | om | | [qos | s 
&i Intestinal perforation o quee o qe sp no 
C Intestinal polyp 2 foao f eè: f qd. o po po uj 
T intestinal prolapse $c Ee. cpu 
T* ^ qntestinal pseudo-obstruction i. asas 
Intestinal stenosis See ec ae Ua a p HHT HE HE 
Ty _ Intestinal ulcer a, Cm ee (RE 0 TE) (| S 
S Intestinal vascular disorder See) a) (EC c vp 
© intra-abdominal fluid collection s [e ITI HTHH 
Z _Intre-abdominalhaematoma ee a re ef f ST T 
9 træabdominaihaemorrhage ze pzz = f f Well 
B  Intussusoeption gs 4x cpu. T HT 
S aps bowel syndrome 310 [o | 2 | 3 j| 9 | 
Z  lschaemicenteritis » o LT 
Ñ Jejunal perforation aren) E (ee ee (RT spo nu lo 
Q) Lage intestinal haemorrhage Pe (RE SD (a HE (TE 
S  Largeintestinal obstruction e: a ee ee sg 
T Lege intestinal stenosis ee (ea E ww. ye a HE 
Q Large intestinal ulcer Ne eh E E 
G 
eo 
[e] 
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System Organ Class 

Preferred Tem ùa: AE 

Large intestinal ulcer haemorrhage 2 

Large intestine erosion 1 

Large intestine perforation 19 
C Large intestine polyp 13 
= Leukoplakia oral 8 fs 
9 Levator syndrome 1 HERERE 
e Lip discolouration 61 zs zen 
S Lip dry 235 EL ua L- cu 7 3 
Z Liperthema s ES T E 
S Lin exfoliation 34 an 1 
9 m haemorrhage 35 DESEE 
Z Lomas as s | a | ay 
p= 
Z ewn 20 re ae a S 
2 aa a haemorrhage ; —— —— 
o 
2 Malabsorption 22 Ew | 6e | 
G Malignant dysphagia 1 a MEE 
S Mallory-Weiss syndrome 7 NEIN EE 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Malocclusion 9 
Malpositioned teeth 6 
Mechanical ileus 3 EMEN 
C Meconium peritonitis 2 nemen 
N Mesenteric arterial occlusion 6 he Pal 
2 Mesenteric artery aneurysm 2 DE: — | EN 
S | | AERE 
e Mesenteric artery embolism 5 EE 
Mesenteric artery stenosis 3 EE 
5 Mesenteric artery thrombosis 19 o zz 
3 Mesenteric haematoma 2 nmm P| 
- Mesenteric haemorrhage 2 EHE EE 
5 Mesenteric panniculitis 16 IEEE! 
9 Mesenteric vascular insufficiency 1 Pr = 4] ial 
> Mesenteric vascular occlusion 6 i ha 
o H S 
S Mesenteric vein thrombosis 130 |r- 4 FEE 
< Mesenteric venous occlusion 1 p EE 
3 iti = 
D Mesenteritis 3 1 E 
2 Mouth haemorrhage 242 ae 
Mouth swellin 694 EE "| 
= s L 
(o>) 
Z Necrotising colitis 4 LESE 
IS Necrotising enterocolitis neonatal 1 Ca dp | o 3l 
N 
= 
e 
(o>) 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Frorersd: Tam Spontaneous AE -] o a 
Noninfective gingivitis 195 154 
C Noninfective sialoadenitis 57 
= Obstruction gastric 2 P| 
o Obstructive pancreatitis 9 i - 
N Obturator hernia 2 D 
e Odynophagia 1471 | 1207 | 
N 
A Oedema mouth 108 | 86 | 
Oedematous pancreatitis 11 
S i ie ee 
5 Oesophageal achalasia 13 RETE 
2 Oesophageal dilatation 1 Pe 71 
- Oesophageal discomfort 20 16 | 
5 Oesophageal disorder 19 9 
9 Oesophageal food impaction 2 i= 
> Oesophageal haemorrhage 5 
2 ae a 
S Oesophageal irritation 6 
< Oesophageal mass 2 PETER 
D Oesophageal motility disorder 1 Ay | 
O h l | blist 1 
E esophageal mucosal blister FEIERN 
a Oesophageal obstruction 2 IEEE 
Z Oesophageal oedema s G H HES 
2 Oesophageal pain 100 
8 Oesophageal perforation 4 
2 Oesophageal rupture 3 
o 
PT Oesophageal spasm 39 
S Oesophageal stenosis 9 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Gastrointestinal disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Oesophageal ulcer 7 


Oesophageal ulcer haemorrhage 


Oesophageal varices haemorrhage 


2 
8 
Oesophagitis 84 
Oesophagitis ulcerative 3 
1 


Omental haemorrhage 


pus 
È EEN 
= eee 
9 [E 
N Omental infarction 15 EE 
C Oralblood blister 52 | 08 | 
N Oral cavity fistula 1 io sll 
S Oral discharge 2 iE le 
C? Oral discomfort 973 | 204 | 
L Oral disorder 240 aa | 
o 
- Oral dysaesthesia 75 | 18 | 
5 Oral hyperaesthesia =a 
5 Oral lichenoid reaction 4 n 
2 Oral lichen planus 57 an | 
a Oral mucosa erosion 26 
< Oral mucosa haematoma 7 
m Oral mucosal blistering 345 
2 x P 
Oral | discol t 8 3 
D ral mucosal discolouration a | 
Q Oral mucosal eruption 104 | 26 | 
Oral mucosal erythema 103 29 
Z nt 5 | 
B Oral mucosal exfoliation 34 
8 Oral mucosal hypertrophy 2 al 
2 Oral mucosal roughening 17 s | 
o 
- Oral mucosal scab 3 
5 IE 
Oral pain 793 | 205 | 
< 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Oral papule 8 
Oral pigmentation 2 
Oral pruritus 424 m =| 
m~ Oral purpura 4 [r ———.] 
= Overflow diarrhoea 2 | 0 7] 
9 Palatal disorder 34 [:- 48. | 
N Palatal oedema 170 
C Palatal swelling 119 
A | 2 | 
N Palatal ulcer 6 
Q Pancreatic atrophy 1 REED 
U 
S Pancreatic calcification 2 n. 
3 Pancreatic cyst 17 BE TN 
- Pancreatic disorder 33 Y=. | 
5 Pancreatic duct dilatation = = al 
9 Pancreatic enlargement 2 | 
3 Pancreatic failure 14 |e. 
a Pancreatic haemorrhage 1 M 
E Pancreatic infarction 1 EEEBÉ 
m Pancreatic mass 2 BE 
3 Pancreatic pseudocyst 3 o 
Sm 
Q Pancreatic steatosis 8 ee | 
< Pancreatitis 280 mee 
= 
o 
- Pancreatitis necrotising 19 Ee en REESE es Ee 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Gastrointestinal disorders Non Interventional Study 


Preferred Term Som UA AE ce $5 pu : 7 S i 

Papilla of Vater sclerosis e ee HE a (ee CREE Pee 

Paraesthesia oral 5963 

Paresis anal sphincter (SS ile Fi ea | St 
(C Parotid duct obstruction Be | er Se I 585 — deese I —— 
© Parotid gland enlargement u2 | v [| æ | 2 | £ | | | 
O Parofidlipomatosis * ^ Jp —qn—---esp o M. --] 
NX Pelvictioor dysfunction s. pex a (ee (ee 
C^ Peptic ulcer so {| 7 | 3@ fT Jj | ft J| 
Q4 Peptic ulcerhaemorrhage 9 ps os o uc. cro ops ox 
Q Periodontal disease s oq qm] cp o Wo c£ 
C»  Periodontalinfammation 4 | | S 83 P 4 [| [| S, 
< Peristalsis visible 2o a |S, a ees E T | E 
Z Peritoneal adhesions i oe ea 
B Peritoneal disorder soa pa oo aw HT 03 
z Peritoneal haematoma me E ee (Cn "ow o. 8p o 
S Peritoneal perforation t! qd 343 io HE 
S  Pharyngo-oesophageal diverticulum t Ea E «o A HS 
Z Pigmentation ip T S T a(R (PRS || | 
2 Picatedtongue mT 
B  Pneumatosisintestinalis a as a emk E RE: ERN 
C. Pneumoperitoneum Qj. uql-lgesw ce: e - noo ceo 3 
Z Poor dental condition ee ee (ieee (RE H 9 O HS 
W poal hypertensive gastropathy Meee ales wp pem o 
‘2 ^ Portal venous gas 2 [34 | 2 [| J | [| —| 
> rouan, H HTH Sa (| H su Apto ud 
G Proctaigia eo [4| | » | v7 {| | | 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem cad AE 

Proctitis 42 

Proctitis haemorrhagic 3 

Proctitis ulcerative 11 EE 
C Protein-losing gastroenteropathy 1 Ir. aS EE rmm 
= Protrusion tongue 1 oa ds 7] 
9 Pylorospasm 1 [eee (es (ee ee 
G Rectal discharge 16 D | 4 | o | 
S Rectal haemorrhage 421 I. umb se — — qié . 
3 Rectal perforation 1 oa n — 0 — o 
= Rectal polyp 2 E ow o O t e. 
5 Rectal prolapse 8 ARMEA 
2 Rectal tenesmus 28 8 | 5 | æ | 
E Rectourethral fistula 1 a ie D 
S ee 1048 
< Retroperitoneal effusion 1 Ha e o Sa 
E Retroperitoneal fibrosis 2 ie Sn a 
8 Retroperitoneal haematoma 11 a e e 
e Retroperitoneal haemorrhage 7 Sw ESSE Sa 
P- Salva altered 35 nls 
e 
Oo 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Saliva discolouration 6 

Salivary duct obstruction 5 

Salivary gland calculus 4 mE 
5 Salivary gland disorder 18 |o. | 3 |] 
— Salivary gland enlargement 88 aa | 8 |] 
Ez Salivary gland mucocoele 3 Ca E] 
N " " 

Salivary hypersecretion 408 
S ryhyp 068 
- Small intestinal haemorrhage 18 | 08 | | 
5 Small intestinal obstruction 18 | 18 | = al 
9 Small intestinal perforation 4 a foo 
> Small intestinal stenosis 
3 | E 
Z Stasis syndrome 2 p 
2 A 

ff 2 17 

3 us 1 ie zm a 

Stomatitis 758 131 
= Ee | 
Q Strawberry tongue 6 CA 
P Subileus 16 
2 Submaxillary gland enlargement 25 [-58 e qe. 58 
Y Superior mesenteric artery dissection 2 NECEM IEEE REM | S 
N Superior mesenteric artery syndrome 1 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term S qlee or o 
pontaneous AE 

Swollen tongue 3293 FH ET ENTE ERN 

Teeth brittle SE LE H a vp l3] £d 

Teething s | 2 P 9 | 8 | $| | 
C Terminal ileitis 12 
= Thrombosis mesenteric vessel 12 2 |a | o | 
S. Tongue atrophy 2 {2 | 2 | | {|| 
Qi Tongue blistering Se | 2 [| 5 | (| wo | J | 
C^ Tongue coated 0 | 3 | 2 | s | w | j| 1| 
9 Tongue cyt $a [E O Sale is soo xb c o3 
S Tongue discolouration 88 | 6 [| 3 | 2 | M6 | — j| — 
Tongue discomfort ss {| æ | t | to | se | 1 | 2 | 
Z Tongue disorder as — | s | w | 35 | ze | — ^| | 
= Tonguedy we T E 0 a HU aI 
E Tongue dysplasi ce E E -23 on Wt — ul 
z Tongue eruption e" qesfc4q ecol. seen c.n: 4 
3 Tongue erythema “a | e [| | tv | 8 | st 
5 Tongue exfoliation m [t |a ft 4 | 2 [| | 
Z Tongue geographic s [| 2 | 9 | t | 3 J| J | 
2 Tonguehaomatoma 9S [ot f sf t f èf | | 
S Tongue haemorrhage zr i, eee Se E |e 
S. Tongue induration e doae E H HE TH TTT HE 
Z Tongue movement disturbance e | s | y | wt | 9 | J | 
W Tongue oedema ma (| 3 | ze | s | 
(à Tongue polyp 2 [ege ped 
Z Tongue pruritus zo | o [| s [| s | 
E  Tenguerough s | [| 5 | 7 | 
e 
Q 
eo 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Gastrointestinal disorders Non Interventional Study 
Total # of 
Eisler Torm Spontaneous AE | 7 
Tongue thrust 4 a | 
Tongue ulceration 155 
C Toothache 1410 
= Tooth demineralisation 1 Pe 
9 Tooth deposit 3 
N Tooth development disorder 1 n 
eo Ç ; 
= Tooth discolouration 15 EE AD 
N . 
N Tooth disorder 112 29 | 
S Tooth erosion 5 
oO l 
5 Tooth impacted 5 oa = 
T Tooth loss 41 | 15 | 
- Tooth malformation 1 ru 
5 Tooth pulp haemorrhage 1 [n — ul 
5 Tooth resorption 2 NEM 
2 Tooth socket haemorrhage 3 =e 
a Transient lingual papillitis 2 ie - 
< Trichoglossia 38 10 | 
OH H ' 
D Truncus coeliacus thrombosis 6 a | 
Ulcerative duodeniti 1 
q cerative duodenitis PEU 
2 Ulcerative gastritis 1 i I 
Umbilical hernia 8 BEES 
bm n H 
E Upper gastrointestinal haemorrhage 55 | 55 | 
o Uvula deviation 1 NER 
2 Uvulitis 21 ow 7| 
- Varices oesophageal 9 EE | 
C aricose veins of abdominal wa 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 893 


Pfizer, Confidential 


Page 74 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 

Preferred Term MA arii AE 

Vasculitis gastrointestinal 2 HEN mcm ———————— 
Visceral venous thrombosis 12 

Volvulus 19 

Volvulus of small bowel 1 

Vomiting projectile 189 | 98 | oa foo 

Walled-off pancreatic necrosis 1 ooo oa a ER L3 


Cae 


System Organ Class 


General disorders and administration site conditions 


aa Termi Rar AE 
Abnormal organ growth 1 
Abscess sterile 1 
Absence of immediate treatment response 1 
Acute phase reaction 5 
Adhesion 21 
Administration site bruise 26 
Administration site discolouration 

Administration site discomfort 3 
Administration site erythema 28 
Administration site extravasation 3 
Administration site fibrosis 1 
Administration site haematoma 3 
Administration site hypersensitivity 2 
Administration site hypoaesthesia 2 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Administration site induration 2 

Administration site inflammation 2 

Administration site irritation 2 ie— 0 
C Administration site joint discomfort 1 SS mE 
— Administration site joint movement impairment 8 3 |J e es ee 
= Administration site lymphadenopathy 8 D ap ow np o wq 
A inistration si impai [x id Ed 
QI Administration site movement impairment 15 4 | 14 | | 
S Administration site nerve damage 1 w OT a 
O pZ mA 
> Administration site rash HE EE ONDE foo 
S TE l 
Z Administration site swelng r lecum p dp 
E inistration site urticari mE DNE 
D Administration site urticaria 1 = at o EN 
o ministration site warm a | DER 

Adverse drug reaction 120 97 3 
= g B x EE US 
o 
m Alcohol interaction 14 oa J 7 |] D M7 
N Antidepressant discontinuation syndrome 2 a aa ee 0.3] 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions Non Interventional Study 


Total # of 


Preferred Term Spontaneous AE 


= 


Apparent death 
Application site acne B. MS HT H Mies Sy ee |i — i — 
Application site alopecia 1 [-— 7 WR T- rede sl 
= Application site bruise 7 TT > to 
= Application site burn 2 Ooo i a ë 
S Application site coldness 3 Eoo 1 1L 
N Application site dermatitis 1 ii uj ha 73 
G Application site discolouration 1 p ae — 3] 
ANI Application site discomfort 3 EM DEN 
S Application site dysaesthesia 4 eee We ae HD 
9 Application site erythema ma | — ps [-ow | 
L Application site haematoma 6 [.-4 ee eae 
= Application site haemorrhage 7 eee 2 | 2 |] 
6 Application site hyperaesthesia 1 En DRE, i 
9 Application site hypersensitivity 2 |: - TNT -* ae 3] 
3 Application site hypoaesthesia 25 Ee | 4 | w | 
a Application site induration 8 cm mu. d 
Ed Application site inflammation 5 re MEER |e 
m Application site joint erythema 1 Hs ERE: ORE 
6 Application site joint inflammation 1 HE in —— E — 
Q Application site joint movement impairment 4 fF Oooo a vc E —- cb — O 
Z Application site joint pain àv a | ge o qose ups o 
W Application site joint swelling Se Eee) |e Ce GT a E 
Q Application site lymphadenopathy 18 | p [| 4 [| s | 
2 Application site movement impairment 25 |: xx qp 4 
ES Lu Be nerve damage 1 | 7 pus O 
E Application site nodule 1 |o wd — 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Application site odour 1 
Application site oedema 8 
Application site pain 1509 
C Application site paraesthesia 4 
= Application site perspiration 1 ha 
S Application site plaque 1 LL 
Gy Application site vesicles 6 MEE HE SS ee DENN! 
>  Asthenia 59447 10891 48223 | 64 | 190 | 
E Axillary pain 14735 4146 1574 | 3 | a% | 
2 r 
Breakth h 
Bo emen ry EE UNE ONT RT 
Calcinosis 14 
s "MA [o3 | 8 {| | 
E Capsular contracture associated with breast implant 8 L 
o Capsular contracture associated with implant 2 REN 
C Cardiac death 76 i ——.] 
o 
- Catheter site haematoma 1 EE 
Ad í 
LC Catheter site haemorrhage 1 EM 
< 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Catheter site injury 1 
Catheter site pain 5 
Catheter site swelling 
C Catheter site thrombosis 2 
= Challenge site reaction 2 |-7-4: * 1 
9 Chest discomfort 20378 7293 5716 13085 
Ez Chills 128172 30528 113731 
N " . 
Chronic fatigue syndrome 413 
e pees | so | 1 
5 Chronic inflammatory response syndrome 5 |:-- Ea 
ds Complication associated with device 16 a | w% |] 
ô Complication of device removal 2 © TE 
g Concomitant disease aggravated 1026 | em | 9395 | 
3 Concomitant disease progression 33 v eae 
a Condition aggravated 8805 1648 4489 
<< Crepitations 73 H s. 49s 
i 4 
$ p 287 e ar 
Cyst rupture 16 
Z oystrup Ecg a 
o 
- Decreased activi 162 za 
L me 
LC Decreased gait velocity 6 i - 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Deformity 26 
Dehiscence 1 
Developmental delay 5 
C Developmental regression 2 
= Device embolisation 1 
9 Device related thrombosis 2 E —- 
S Dietfailure 1 | -3 
e Discharge 92 | 6 | 
N " 
A Discomfort 5945 | 4409 | 
Disease complication 5 EE 
5 Disease prodromal stage 2 i ar 
7 Disease progression 133 
- Disease propensity 2 2 | 
5 Disease recurrence 3559 
9 Disease susceptibility 26 EL 
> Drowning 30 
S a E 
S Drug-device interaction 4 a | 
< Drug-disease interaction 2 oa | 
D Drug effective for unapproved indication 5 s | 
D ffect less th cted 6 
e rug effect less than expecte a | 
2 Drug-genetic interaction 1 
Drug ineffective 40393 EE M 
D : ç : eee 
2 Drug ineffective for unapproved indication 1 
o Drug interaction 422 E 
e Drug intolerance 56 
o 
- Drug resistance 7 a a e 
N Drug tol 1 
N rug tolerance 
= 
e 
o 
oO 


* I=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Drug tolerance decreased 3 

Drug withdrawal syndrome 8 

Drug withdrawal syndrome neonatal 1 
C Dysplasia 7 
N Embolia cutis medicamentosa 2 E. -9:— 
N . " 
e Encapsulation reaction 3 a 

Energy increased 178 
S s TEE ES 
5 Exercise tolerance decreased 1533 | de | 3 |] 
7 Exercise tolerance increased 4 a ae 
- Extensive swelling of vaccinated limb 3610 | EE 
9 Eye complication associated with device 2 aH] 9 
Z Facial pain 1638 RR | : | 7 | 
Re) H 
S Fatigue 234052 58770 200208 | 308 | 

F i 14 
Z iae increased 7 ee T 
=Z 
Q Feeling abnormal 16662 2m | 2 | 3 | 36 | 
LO ] 
Q Feeling cold 11489 1657 9381 
o 
x; Feeling hot 17980 5340 15205 | 8 | 21 | 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Feeling of body temperature change 2048 

Feeling of relaxation 20 

Fever neonatal 8 le 
= First bite syndrome 1 En ha 
o Foaming at mouth 61 | w | 5 | 
2 Foreign body reaction 2 | —. e] 
S Gait disturbance 7579 | st | 1453 | 
7 Generalised oedema 275 | ow | 5 | 
ds General physical health deterioration 2718 | 1329 | ex | 
> Granuloma 29 
S MEA e H 
S Gravitational oedema 23 [n se | 2 | 
Z Heemorhagicoyst s pee 
Re) H 

H 2 7 
B. bar poe S 

Hemia 46 
= 9 | 8 | 
2 Humidity intolerance 1 E ia 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions Non Interventional Study 


Total # of 
Preferred Term Spontaneous AE Hm - o 7. R 
Hyperthermia malignant 4 HIE EE 
= Hypothermia 450 
9 Idiopathic environmental intolerance 6 FEE 
N Idiosyncratic drug reaction 3 aa 
C ill-defined disorder 78 
N 
À Illness 6975 | 585 | 249 
Immediate post-injection reaction 8 1 3 
dd dlate poseen css ages 
— Implant site dermatitis 1 | ---q4p oap. -— 
6 Implant site discolouration 2 TEE EBENE ia 
Q 
Z  mplantstehypersonstiviy Se ST E 
Implant site infl ti 4 1 
Implant site nodule 2 
Z mponts T HH 5 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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General disorders and administration site conditions 


Total # of 

Preferred Term Spontaneous AE 

Implant site reaction 5 

Implant site swelling 15 1 

Implant site urticaria 1 EETEN 
A | | 99 | p 
A inflammatory pain 133 | es L 
S Influenza like ilness 28373 51 | 27ss | 13 | 45 | 
I 
O iran i. 
> Infusion site hypoaesthesia 1 Oooo i= ea 
S PO 
Z apnay intammation 2 ae TES 3 
E ion site joint pai INNEN Lt 
© Infusion site joint pain 2 2 | nS 
D haan site joint swelling ome i pum 

Infusion site mass REED EEUU 1 
v Infusion site pruritus 3 a |] rn a 
N 
= 
e 
o 
e 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions 


Preferred Term 


Infusion site streaking 
Infusion site swelling 
Infusion site urticaria 
Infusion site warmth 
Inhibitory drug interaction 
Injected limb mobility decreased 
Injection site alopecia 
Injection site atrophy 
Injection site bruising 
Injection site coldness 
Injection site cyst 

Injection site deformation 
Injection site discolouration 
Injection site discomfort 
Injection site erythema 
Injection site extravasation 
Injection site granuloma 
Injection site haematoma 
Injection site haemorrhage 
Injection site hyperaesthesia 
Injection site hypersensitivity 
Injection site hypertrophy 
Injection site hypoaesthesia 
Injection site indentation 
Injection site induration 
Injection site inflammation 


Injection site injury 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 


A/S 


— 
N 
oO wo 


= 
[^] 
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Co ee ae 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions 


Total # of 
Preferred Term Spontaneous AE 
Injection site irritation 4 
Injection site joint discomfort 1 
Injection site joint erythema 2 mz 
C Injection site joint inflammation 1 oil EETN 
= Injection site joint movement impairment 19 Ea a dq 2j 
Injection site macule 2 PER 
S "i a | 2 | MEX 
> Injection site nerve damage 2 ME 
S ee | 2 | get l 
Z _njoctonste cedemo 204 — 70 ET HES 
B ee ss aa G spe p x 
Injection site pruritus 492 13 [— 4 
NM And E == 
o 
= 
e 
o 
oO 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions 
Preferred Term PM add AE 
Injection site thrombosis 1 
Injection site ulcer 2 
Injection site urticaria 73 7 
C Injection site vesicles 12 ECCE 
= Injection site warmth 192 | 13 | 
9 Injury associated with device 24 f=" =| BEEN 
N Instillation site haemorrhage 1 n az 
G Instillation site hyperaesthesia 1 a — 
M ee eaa — — 
U 
S Irritability postvaccinal 64 Ooa RENNES 
<L Lipogranuloma 1 aa Hina 
O^ Lithiesis 15 EE A LL 
5 Localised oedema 717 | 167 
5 Local reaction 2002 | 390 | mE 
Q Loss of control of legs 109 DE BEES 
2 Loss of therapeutic response 3 we d le = ul 
Z kes uns [mue | ws TRS 
b: Masked fever 1 eae i] 
Z Mass 926 
a Maxillofacial pain 2 2 o| 
< Medical device discomfort 3 
E Medical device pain 5 n 
Q Medical device site cyst 1 DEINER! 
2 Medical device site granuloma 1 ie = | 
= Medical device site inflammation 1 Mo 
Z Medical device site joint inflammation 3 Ea 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions 
Preferred Term racio AE 
Medical device site joint swelling 2 
Medical device site lymphadenopathy 1 
Medical device site movement impairment 2 Dre 
C Medical device site oedema 1 EE 
= Medical device site pain 2 n 
o Medical device site paraesthesia 1 =e] 
N Medical device site pruritus 1 o 
E Medical device site rash 2 n 
N Medical device site recall reaction 1 |- 1 
M Metaplasia 3 ie - 1] 
o Meteoropathy 5 
<L Moaning 59 
e Mucosal atrophy 1 ERE 
5 Mucosal discolouration 5 n 
9 Mucosal disorder 81 Oz | 
3 Mucosal dryness 103 a 
a Mucosal erosion 4 lim | 
< Mucosal exfoliation 1 L 
m Mucosal haemorrhage 40 NECS 
5 Mucosal hyperaemia 5 fia, =| 
a Mucosal hypertrophy p 
< Mucosal inflammation 83 
Dil | esed ee e 
93 
A Mucosal pain 11 en pi H 
- Mucosal roughness 1 NEP SEE A S 
N Mucosal paha 11 D ze |e fo o 3X. o o | 
NM 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions 


Preferred Term 


Mucosa vesicle 

Multimorbidity 

Multi-organ disorder 

Multiple organ dysfunction syndrome 
Necrobiosis 

Necrosis 

Neonatal multi-organ failure 

No adverse event 

Nodule 

Non-cardiac chest pain 
Non-pitting oedema 

Nonspecific reaction 

No reaction on previous exposure to drug 
Nyctalgia 

Obstruction 

Oedema 

Oedema due to cardiac disease 
Oedema due to hepatic disease 
Oedema due to renal disease 
Oedema mucosal 

Oedema peripheral 

Oral administration complication 
Organ failure 

Pacemaker generated arrhythmia 
Pacemaker syndrome 

Pain 


Papillitis 


Total # of 
Spontaneous AE 


* |=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions 


Preferred Term 


Paradoxical drug reaction 
Pelvic mass 

Perforated ulcer 

Perforation 

Performance status decreased 
Peripheral swelling 

Phantom shocks 

Physical deconditioning 
Pneumatosis 

Polyp 

Polyserositis 

Potentiating drug interaction 
Precancerous condition 
Pre-existing condition improved 
Pre-existing disease 
Premature ageing 

Premature baby death 

Product intolerance 

Prolapse 

Prosthetic cardiac valve thrombosis 
Pseudoallergic reaction 
Pseudoangina 

Pseudocyst 

Pseudohemia 

Pseudopolyp 

Puncture site bruise 


Puncture site discharge 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 


- 


4742 2974 11042 


487 


40 


NECEM 
EE | 
EE NE 
| 3 
Te 
EN 
EC RE] 
BEC 
I 
EE IE 
I 
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= 
NND 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

General disorders and administration site conditions 

Preferred Tem Eùe AE 

Puncture site erythema 11 

Puncture site haematoma 3 

Puncture site haemorrhage 4 
C Puncture site induration 16 
= Puncture site oedema 17 2 7] 
o Puncture site pain 128 
N Puncture site pruritus 6 Ooo J e foo foo | 
G Puncture site reaction 7 | wx Wo 3 
ANI Puncture site swelling 10 BE |J ə |oo fo ooo | 
= Radiation interaction 1 Oooo W-XU-h- ee 
- Renin-angiotensin system inhibition 1 nll 
9 Scarinflammation 21 nall ..] 
a Secretion discharge 307 Ewer po | 
< Sensation of blood flow 64 pre Ja |oo c o 
E Sensation of foreign body 1527 481 43 | 1046 | | | 
Q Sensitivity to weather change 29 a | ə |a J} | | 
Z =n MM 17 Fee a a e 
E bit ind related to vaccine administration 302 | 165 | 68 | 
o Sick building syndrome 1 hae NENEN 
S Sluggishness 515 | 75 | mm 
Y Soft tissue inflammation 18 47 
Z sangs 51 a da 9 ud 
N 
G 
S 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

General disorders and administration site conditions 

Preferred Tem sñ AE 

Stent-graft endoleak 5 

Steroid dependence 2 

Strangulated hernia 1 
C Sudden cardiac death 105 
= Sudden death 698 
9 Sudden infant death syndrome 7 
N Sudden unexplained death in epilepsy 1 
Ez Supraclavicular fossa pain 10 
N Suprapubic pain 13 
S Swelling 16998 
E Swelling face 6615 
L Symptom masked 1 
e Symptom recurrence 72 
5 Systemic inflammatory response syndrome 137 
g Systemic leakage 1 
3 Temperature intolerance 231 
a Temperature regulation disorder 654 
< Tenderness 2772 
m Terminal agitation 1 
3 Terminal state 12 
a Therapeutic product effect decreased 42 
«C Therapeutic product effect delayed 5 
E Therapeutic product effect incomplete 8 
8 Therapeutic product effect increased 4 
2 Therapeutic product effect prolonged 2 
ES Therapeutic product effect variable 1 
RS Therapeutic product ineffective 6 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 911 


Pfizer, Confidential 


- T Page 92 of 393 
*. P i: fizer As of Date: 21-JUN-2022 


System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Therapeutic response changed 5 

Therapeutic response decreased 12 

Therapeutic response delayed 1 
C Therapeutic response increased 1 i 
= Therapeutic response shortened 3 1a | 2 E 
o Therapeutic response unexpected 2000 | 46 | o | 
Ez Therapy partial responder 78 ae ae 1] 
A =a 
QI Therapy responder 1 Sa 
O : 
3 Tissue discolouration 2 |. .. | a ] 
- Tissue infiltration 7 ELLE EMEN 
Q 
> Treatment failure 4 3 NE UNE 
2 | 3 
a Treatment noncompliance 2 = od 
[es 
Z Ucer 159 
> 

Unevaluabl t 232 13 
© nevaluable even NEED 
Q Unmasking of previously unidentified disease 8 6e | 2 |] 

Vaccination failure 37547 3742 | 4 | 
deus | EM 
E Vaccination site abscess sterile 6 NENNEN | 
o Vaccination site anaesthesia 16 NETTE a 
2 Vaccination site atrophy 23 eoe eee 
o 
v Vaccination site bruising 1642 
Es Vaccination site calcification 4 NENNEN 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Vaccination site coldness 74 
Vaccination site cyst 19 
Vaccination site dermatitis 37 ENE DENN 
C Vaccination site discharge 45 6e | & | æ | 
= Vaccination site discolouration 418 
o Vaccination site discomfort 2308 | we [| 40 | 
N Vaccination site dryness 24 | 2 [| 8 | 
EE Vaccination site dysaesthesia 59 ala ] 
A ination si Paar | 
A Vaccination site eczema 57 a ll 
Vaccination site erosion 9 um 
S i 
S Vaccination site erythema 27556 | 6869 | 
3 Vaccination site eschar 1 a | a ae 
v Vaccination site exfoliation 12 Ea | 2 |] 
5 Vaccination site extravasation 74 | o8 | %5 | 
9 Vaccination site fibrosis 3 2 3] 
3 Vaccination site granuloma 21 4a | AD 
a Vaccination site haematoma 4417 |o | 123 | 
« Vaccination site haemorrhage 674 
m Vaccination site hyperaesthesia 133 æ | z2 | 
> o : L 
Vaccination site h tivit 303 22 | 6 | 
D accination site hypersensitivity ED 
Vaccination site hypoaesthesia 761 199 
Z yp | s | 
Ñ Vaccination site induration 2933 | 26 | 52 | 
8 Vaccination site inflammation 16133 4466 EZER 
(o>) 
v Vaccination site irritation 153 |o: | æ | ie: J a |] 
N 
— 
e 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions 


Preferred Term 


Vaccination site joint discomfort 
Vaccination site joint effusion 
Vaccination site joint erythema 
Vaccination site joint inflammation 
Vaccination site joint movement impairment 
Vaccination site joint pain 

Vaccination site joint swelling 
Vaccination site joint warmth 
Vaccination site laceration 

Vaccination site lymphadenopathy 
Vaccination site macule 

Vaccination site mass 

Vaccination site movement impairment 
Vaccination site necrosis 

Vaccination site nerve damage 
Vaccination site nodule 

Vaccination site oedema 

Vaccination site pain 

Vaccination site pallor 

Vaccination site papule 

Vaccination site paraesthesia 
Vaccination site phlebitis 

Vaccination site photosensitivity reaction 
Vaccination site plaque 

Vaccination site pruritus 

Vaccination site rash 


Vaccination site reaction 


Total # of 
Spontaneous AE 


260 
3380 
189777 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 


N 
N 


157 5257 


1931 


EN 
[eae | 
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235 
730 3089 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
General disorders and administration site conditions Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Vaccination site recall reaction 7 

Vaccination site scab 53 

Vaccination site scar 57 ELE DENN 
=> Vaccination site swelling 39932 10074 3800 | 42 | 85 | 
A ination site vasculiti [d a! 
N Vaccination site vasculitis 3 o] a | HE 
on era 
Z Vaccine positive rechallenge 6 IEEE RECEIPT | 
> Vessel puncture site bruise 3 io 3 3 a 
3 | apu BE M E 
S. Vessel puncture site erythema 2 L| t e |. | 
Z Vessel puncture site haematoma 4 a H a ez ae | HS 
Q9 Vessel puncture site haemorrhage 3 Ca a H HE 
> G : 
B lecum eno 4 tree qp 

Vessel puncture site pain 1 NEUE EEUU 
3 p p IE DEOS EE 
Q Vessel puncture site reaction 1 Eme wenn 
p. Cepin die rU 2 Eo 1 2 1 P | 
S Visceral oedema 3 osa ae So T S 
x; Visceral pain 13 E H | 3l 
Z Withdrawal syndrome 56 |o: | 3 | 3 | | | 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


General disorders and administration site conditions Non Interventional Study 
Total # of == T] | 
Spontaneous AE 


Preferred Term 


C System Organ Class 

= EE 
b Preferred Term aa AE 
E Acute hepatic failure 39 

S Alcoholic liver disease 1 

C Allergic hepatitis 3 

E: Alloimmune hepatitis 2 

o Autoimmune cholangitis 1 

c Autoimmune hepatitis 188 

O Bile duct stenosis 3 

9 Bile duct stone 16 

o Biliary cirrhosis 2 

S Biliary colic 105 52 
Z Biliary cyst 10 

> Biliary dilatation 15 

& Biliary fistula 1 

Ed Biliary obstruction 1 

D Biliary tract disorder 8 

& Budd-Chiari syndrome 6 

$ Cardiac cirrhosis 5 

D Cholangitis 40 

Ad Cholangitis acute 9 

= Cholangitis sclerosing 6 

e 

3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term PI sad AE 

Cholecystitis 101 

Cholecystitis acute 32 

Cholecystitis chronic 1 
C Cholecystocholangitis 1 
= Cholelithiasis 193 
9 Cholestasis 122 
N Cholestasis of pregnancy 3 
Ez Cholestatic liver injury 11 
ANI Chronic hepatic failure 
S Chronic hepatitis 4 
= Cirrhosis alcoholic 2 
L Congestive hepatopathy 21 
e Deficiency of bile secretion 3 
5 Drug-induced liver injury 56 
g Fatty liver alcoholic 1 
3 Gallbladder cholesterolosis 1 
& Gallbladder disorder 59 
Ed Gallbladder enlargement 15 
m Gallbladder hypofunction 1 
ó Gallbladder obstruction 1 
a Gallbladder oedema 9 
< Gallbladder polyp 8 
E Gallbladder rupture 1 
8 Granulomatous liver disease 3 
S Hepatic artery embolism 1 
v Hepatic artery stenosis 1 
ES Hepatic artery thrombosis 6 
e 
3 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Hepatobiliary disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Hepatic atrophy 2 
Hepatic calcification 1 
Hepatic cirrhosis 51 
C Hepatic cyst 53 
= Hepatic cytolysis 242 | m2 | 
o Hepatic failure 104 | 04 | 
N Hepatic fibrosis 8 a | 
e Hepatic function abnormal 386 
N " 
A Hepatic haematoma 1 aa 
Hepatic haemorrhage 9 
S T o a 
5 Hepatic hypertrophy 2 oo] 
7 Hepatic infarction 14 EUMD 
- Hepatic ischaemia 1 n 
5 Hepatic lesion 24 
g Hepatic mass 18 
3 Hepatic necrosis 6 s | 
a Hepatic pain 253 
< Hepatic perfusion disorder 2 
9 Hepatic steatosis 155 
H i lar th i 2 2 
P epatic vascular thrombosis 2 | 
Q Hepatic vein dilatation 1 E A] 
< Hepatic vein occlusion 1 EXE 
= 
= Hepatic vein thrombosis 11 
Q Hepatitis 258 
ea Hepatitis acute 113 
o 
PT Hepatitis alcoholic 2 
KS Hepatitis cholestatic 32 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Hepatobiliary disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Hepatitis chronic active 1 
Hepatitis fulminant 10 
Hepatitis neonatal 1 INNEN 
S Hepatobiliary disease 1 he E 
N Hepatocellular injury 29 |o: | | | 
N " 
9 Hyperbilirubinaemia neonatal 2 2 l 
3 Hypertransaminasaemia 71 | 46 [| 7 | 
a Immune-mediated cholangitis 1 IF e. p o-7 
« Immune-mediated hepatic disorder 2 I xe du o o] 
m Immune-mediated hepatitis 3 Eos oE o] 
6 Ischaemic hepatitis 11 7 
Q x 
< Jaundice cholestatic 20 æf — |] 
=Z 
2 Jaundice hepatocellular 1 n 
QQ Liver disorder 320 om | s Wu 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Hepatobiliary disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Mixed liver injury 16 
Neonatal hepatomegaly 1 ee — d] 
Nodular regenerative hyperplasia 1 DA Ggqe— 4] 
= Non-alcoholic steatohepatitis 2 NEZ 
9 Non-cirrhotic portal hypertension 1 EE 
C  Peliosis hepatis 1 BERE ERE 
N Perihepatic discomfort 2 i al Hee 
O x 
= Portal vein dilatation 2 ERES ae 
5 Portal vein embolism 2 Oooo | 2 | 
9 Portal vein occlusion 4 2 | 
> Portal vein phlebitis 3 1 3 
2 ee 
© Portal vein thrombosis 171 5a | m | 
Q 
« Portosplenomesenteric venous thrombosis 17 
D Primary biliary cholangitis 17 mE 
Sphincter of Oddi dysfuncti 2 2 
B ees p E s 
Subacute hepatic failure 2 2 
Ss p Oo S 2 | 
B Subcapsular hepatic haematoma 1 HEN ILES 
LO " " " 
o Venoocclusive liver disease 2 
mE 
o 
M System Organ Class 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem P EAs AE 
Allergic oedema 52 
Allergic reaction to excipient 70 
Allergy to animal 43 | 26 | 
Allergy to arthropod bite 55 
Allergy to arthropod sting 63 
Allergy to chemicals 38 
Allergy to fermented products 1 

Allergy to metals 11 
Allergy to plants 5 

Allergy to sting 6 

Allergy to synthetic fabric 1 

Allergy to vaccine 723 
Amyloidosis 12 
Amyloidosis senile 3 
Anamnestic reaction 12 
Anaphylactic reaction 7326 
Anaphylactic shock 1212 
Anaphylactoid reaction 201 
Anaphylactoid shock 8 
Anti-neutrophil cytoplasmic antibody positive vasculitis 42 

ASIA syndrome 4 

Atopy 28 
Atrophic thyroiditis 1 
Autoimmune disorder 570 
Autoinflammatory disease 14 

Bacille Calmette-Guerin scar reactivation 131 
Caffeine allergy 2 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Immune system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Cell-mediated immune deficiency 3 
Chronic graft versus host disease 12 
Contrast media allergy 7 
E Contrast media reaction 2 
= Comeal graft rejection 32 We = 7] 
9 Cross sensitivity reaction 6 2 |]J s 
N Cytokine release syndrome 11 noc c4 p 
cytokine storm a a E 
N " " 
QI Decreased immune responsiveness 129 | 45 | 9 | 
is Eosinophilic granulomatosis with polyangiitis 31 ee eee 
9 Graft versus host disease 8 he = <--->) 
3 Graft versus host disease in eye 1 |: ——5 dH 
a Haemophagocytic lymphohistiocytosis 93 [D dr. n 
Z ieas 2 D È a 
OH H H 
D Heart transplant rejection 3 ooo ee 
H inal pl h itivi 1 
E Homan seminal plema hypersensitviy ~o Sa 
2 Humoral immune defect 2 i Yi = a] 
Hypersensitivit 9587 1653 
i te 20 | 1659 | 597 
8 Hypogammaglobulinaemia 52 en ee 
e Immune-mediated adverse reaction 44 6e | % | 
o 
Y Immune reconstitution inflammatory syndrome 6 a SEES ERA a 
C mmune system disorder 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Immune system disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Immunisation reaction 7846 

Immunodeficiency 140 

Immunodeficiency common variable 4 za 
5 Infusion related hypersensitivity reaction 4 BEEN UE NENNEN MERE: 
N : ‘ , 
G Kidney transplant rejection 8 8 1] cs (ees cee 
S Loefgren syndrome 14 | 4 | NEIGE E E HE 
> Multisystem inflammatory syndrome in adults 19 | 19 | a |) cae 
S . l UE 
S Multisystem inflammatory syndrome in children 74 | - b. xi 3] 
Z Mycol aleray s sp ET HS 
Z panes allergy 18 a) ofo oo e 
o iens po 
v Reaction to excipient 109 Oon | aa | D 35 —3À 
N 
vr 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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/ zer 


System Organ Class 


Immune system disorders 


Preferred Term PA aisi AE 
Reaction to preservatives 17 
Reaction to sweetener 1 
Rubber sensitivity 8 
Sarcoidosis 203 
Seasonal allergy 501 
Selective IgA immunodeficiency 4 
Selective IgG subclass deficiency 1 
Sensitisation 60 
Serum sickness 34 
Serum sickness-like reaction 12 
Smoke sensitivity 3 
Solid organ transplant rejection 1 
Sunscreen sensitivity 1 
Systemic immune activation 8 
Transplant rejection 27 
Type | hypersensitivity 205 
Type II hypersensitivity 4 
Type Ill immune complex mediated reaction 25 
Type IV hypersensitivity reaction 119 
Vaccine associated enhanced disease 22 
Vaccine associated enhanced respiratory disease 9 
Total: 31895 
System Organ Class 
Infections and infestations 
Prefered rom rari AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Infections and infestations Non Interventional Study 


Preferred Term Sudan UAE t e | nu H l 

Abdominal abscess Hc D Ae, cf — = sas = a e— == 

Abdominal infection | Ee | — 

Abdominal sepsis eneas ee ee ee ee 
(C Abdominal wall abscess EN (eee a E RM eem m Pe 
S Abortion infected 1 o ee ee es ee eee 
O Abscess 234 | æ | 99 | 49 | EE NN NE E 
Qi Abscess bacterial e JL p-- 4o Jo o Gp « 
S Abscessfungel 1 ptr ee ee es T E 
Bj Absoessintostina E T HE T D es ee MEUSE: 
Q Abscess jaw ee ine ens, CN) (aR A es 
9 Abscess limb w es cane as (Ce (a 
T Abscess neck ip rmm (PR a | 
Z Abscess of external auditory meatus 1 E — ae Ea ee | ee 
B Abscess of eye ee Le ae a es H 
> Abscess of salivary gland 3. qe n - pos -4 
Z Abscess orl a E W e T a pag cA 3] 
S Abscess rupture n I E (ae (a | [o o ong] 
Z Abscess softtissue 1 |. cq (a c d 2 
© Abscess sweat gland 1 [-—— de. -qu use e 
S Acanthamoeba keratitis E TT I T — — _ _e}' ___{f, .___] 
S. ^ Acariasis 2 piene cui: 
Z iad a H HE C H e HS 
W Achromobacter infection 1 HEGEUNE EX NESCIRE PEE: 
QD Acinetobacter bacteraemia 1 TTT 
S Acinetobacter infection 2 [Ç a3 f 2 (a NEED CENE Cee 
= Acne pustular w lc eai oee c eh | E 
P- Acquired immunodeficiency syndrome a Jom ques T dro e jj 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Acrodermatitis chronica atrophicans 1 

Actinomycosis 1 

Acute endocarditis 2 ERE lm 
E Acute haemorrhagic conjunctivitis 2 Ew — 
C) Acute HIV infection 1 ERE es 
C  Adenopathy syphilitic 4 a foo 
A iral conjunctiviti L 
A Adenoviral conjunctivitis 3 an 

Adenovirus infection 5 2 i 
5 Adenovirus reactivation 1 de foo 7] 
2 Administration site abscess 1 BE RS 
= Administration site cellulitis 2 © | 2 |] 
9 Aerococcus urinae infection 3 2 | o e] 
> African trypanosomiasis 8 sa foo 
2 l 
S Allergic bronchopulmonary mycosis 1 Ee i 
< Alveolar osteitis 4 lr d] 
m Amniotic cavity infection 16 | ow | ls — —- 
3 Amoebiasis 4 
[un 
Q 
B use 27 HT HE 

Anal candidiasis 3 ES a 
Dom H H 
E Anal fungal infection 1 Sn i aa 
D Analintection 2 [3s 
o 
Z ^ Appendiceal abscess 4 ae a es ee ee 
N 
— 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Appendicitis perforated 72 

Application site abscess 1 

Application site pustules 2 
C Arboviral infection 1 
= Arteriosclerotic gangrene 1 f 
C) Arthritis bacterial 26 hz 
N Arthritis gonococcal 1 ie 
e Sia ; 
= Arthritis infective 25 i, 
N Arthritis viral 3 i ie a 
S Arthropod infestation 1 I  — 1 

O FORRA ; 

5 Aspergillus infection 7 I: 1] 
2 Asymptomatic bacteriuria 6 EI 
— Asymptomatic COVID-19 1859 on | 
5 Atypical mycobacterial infection 3 Po a 
9 Atypical pneumonia 48 ie — = 4] 

> Babesiosis 2 ooo 

9 ED" 

S Bacillus infection 1 mE 
E Bacteraemia 44 ha 

© Bacterial colitis 2 aE 

Bacterial diarrh 4 

E acterial diarrhoea EMEN 

2 Bacterial disease carrier 4 [ic —-1 
Bacterial infection 173 BEJI 
2 Bacterial parotitis 1 = i 

o Bacterial pericarditis 2 E 
2 Bacterial prostatitis 4 [.- ——:] 
Es Bacterial rhinitis 1 EM 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Infections and infestations Non Interventional Study 


Preferred Term Se aE S GCG ~ T S 2 

Bacterial sepsis 7o [o4 Pv [| Jj P jJ 

Bacterial translocation f Me HE Hie se p — 3 

Bacterial vaginosis E eee ee Ce DENN 
> Bacteriuria e SEM EE EAR m 
Z Bacteroides bacteraemia a EE TE E dq. o umo 2o 
S. Balanitis candida 2 Poi gf e: T o S 
2 Bartholinitis ey E aes E (Sa T HT H 
= Bartholins abscess se poè ẹsa p xp o do | 
N Bed bug infestation pereas 
S Beta haemolytic streptococcal infection 16 END | 06 | NE HERE ae ELSE: E 
Biliary sepsis es ee ae ee ee os 
T pian tract infection LL 
Z Blastocystis infection HM NO ed NENEH es) Se 
B ^ Bisterinfected A [wan le ^ Xp s 
zy Bodytinea D e T I acted eq nip tg 
3 Bone abscess . i eee = i ERES 
E, Bone tuberculosis Cap A e e 
Z Boreliainfection 2 fonan f e f J Jj J| | 
Q Brain abscess a ee I LH Jo de o &[- 
B Brain empyema tous T S ET O N 
B. ^ Breakthrough COVID-19 s f s f s s i) 
Z  Breastabscess e [z | sx | as | t | 
Q ^ Bresstcelulits Lo |.3 |]. |]. |l] | 
Q Breast discharge infected EE a ae ntc NNI (| HEE 
S naia a (e I e ee H H 
S G ) 759 | 8 | ME GN UE A 
Bronchitis bacterial Se Sa a qoo. y y 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term ebad AE 

Bronchitis viral 8 

Bronchopulmonary aspergillosis 5 

Brucellosis 1 
C Bullous impetigo 4 
= Bursitis infective 4 Un RR, 
9 Campylobacter colitis 1 IEEE as 
N Campylobacter gastroenteritis 11 ooo i 
Ez Campylobacter infection 12 LL dd 
bees A t 

U 

= Capnocytophaga sepsis 1 cp 
2 Cardiac infection 83 a o e 
5 Cardiac valve abscess 1 o o LEER? 
9 Cardiac valve vegetation 6 EE ERES ERE! 
3 Catheter site infection 2 rs |) cay 
a Cat scratch disease 3 oao o d. 
« Cavernous sinus thrombosis 5 I ae es 
© Cellulitis gangrenous 2 EE OO cq 
Q Cellulitis orbital 5 o ey | ee?) 
Z Baas pasteurella 1 mE o S 
E Cellulitis staphylococcal | | 4 ee ee l 
o Central nervous system fungal infection 1 | —[E- e — 
S Central nervous system infection 12 i in” TE 
- Central nervous system viral infection 2 es BEER ERRAT 
See ae | E 
N 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Infections and infestations Non Interventional Study 


Total # of 
Fisted rem Spontaneous AE | a 
Cestode infection 1 ee — 
> Cholecystitis infective 17 
=> Chorioretinitis 21 | 6 [| 7 | 
9 Chronic active Epstein-Barr virus infection 3 
Ez Chronic sinusitis 37 ERE |n | 
e Chronic tonsillitis 3 [-- wis | 3 | 
Citrobacter infection 3 
5 Clostridial infection 4 4 
7 Clostridium colitis 1 fF EE 
= Clostridium difficile colitis 20 8 | æ | 
5 Clostridium difficile infection 28 ə [| 3 | 
3 Coccidioidomycosis 4 EE EN 
Ed Community acquired infection 2 2 | 
b: Complicated appendicitis 20 | 6 | æ | 
2 Conjunctivitis bacterial 20 | 06 | 
Conjunctivitis viral 12 3 
E j [::—— d$ 
Q  Comealabscess 2 | * [| ? | 
Ñ Comeal infection 2 [| f 2 | 
2 Coronavirus infection 57 eR aa | 
o 
v Coronavirus pneumonia 10 EE | wo | 
Z ^ COVID-f9 74803 | 46545 | 71486 
N 
= 
e 
Q 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
COVID-19 pneumonia 1615 
Cow pox 3 
Coxsackie viral infection 9 za 
= _Creutzfeldt-Jakob disease 42 | 2 | | | 
N Cryptococcal meningoencephalitis 1 a o 
Ez Cryptosporidiosis infection 2 ha del — 
A Cutaneous mucormycosis 1 a foo 
O ee 3 
5 Cystitis bacterial 10 a | | 
7 Cystitis escherichia 9 42 | 
— Cystitis klebsiella 2 2 aa 
9 Cytomegalovirus chorioretinitis 1 a foo 
> Cytomegalovirus colitis 1 a ED 
9 ^ 
S Cytomegalovirus enterocolitis 1 a i 
< Cytomegalovirus hepatitis 10 ww fo —3 
D Cytomegalovirus infection 60 | eo | | 
S Cytomegalovirus infection reactivation 28 æ% a 
2 Cytomegalovirus mononucleosis 2 a = Se 
Cytomegalovirus pericarditis 1 
Z mres IE HES 
8 Cytomegalovirus syndrome 1 IEEE IMEEM 
8 Cytomegalovirus viraemia 7 Ea ian 
2 Dacryocanaliculitis 2 [2 Mie ——:] 
Y Dacryocystitis 4 Iur On Tha 
N 
pau 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Dengue fever 21 
Dengue haemorrhagic fever 1 
Dental fistula 2 
E Dermatitis infected 24 
= Dermatophytosis | 
OD Dermatophytosis of nail foo 
N Dermo-hypodermitis 24 l 
e Device related infection 21 ENS 
N " . 
S Device related sepsis 1 ral 
Diabetic foot infection 2 
5 Diabetic gangrene 1 ENENNE 
$ Diarrhoea infectious 7 | 
- Dientamoeba infection 2 P| 
5 Diphtheria 2 EN! 
9 Disseminated Bacillus Calmette-Guerin infection 35 ial 
> Disseminated tuberculosis 2 
o 2 OoOo 
S Disseminated varicella 1 FEE 
< Disseminated varicella zoster vaccine virus infection 1 P| 
D Disseminated varicella zoster virus infection 8 l 
Diverticuliti 261 7 
2 Diverticulitis intestinal haemorrhagic 4 hl 
Diverticulitis intestinal perforated 
= p DE 
o 
- Ear infection bacterial 4 a aaa | ee 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 932 


Pfizer, Confidential 


- T Page 113 of 393 
*. P i: fizer As of Date: 21-JUN-2022 


System Organ Class 


Infections and infestations Non Interventional Study 


Fisted Term 5 AE doct qus 
e Eczema impetiginous 3 tes — 7| Exe 
S Embolic pneumonia 1 HEELS mmn 
= Encephalitis brain stem 15 BEEN 16 il pum 
6 Encephalitis california 1 fF IE D MEN 
9 Encephalitis enteroviral 1 h- nl EE DEM I 
3 Encephalitis lethargica 1 fF WEM mE" 
a Encephalitis meningococcal 2 i 
E Encephalitis viral 28 | 
b: Encephalomyelitis 30 | 30 | NE 
S Encephalomyelitis viral 1 ih. ELE k 
Z S bacterial 6 en eae EN 
m Endocarditis haemophilus 1 HEN LEN mE 
8 Endocarditis staphylococcal 3 | 
L Endophthalmitis 3 EN 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Endotoxic shock 1 
Enteritis infectious 16 
Enterobacter bacteraemia 1 
C Enterobacter infection 6 | -—— + | 
5 Enterobacter sepsis 1 PENMEE EE ee 
CN f 
S: SERRE Diele 1 as E 
=  Enterococcal infection 19 Ooo | So ] 
N | SI 
e Enterococcal sepsis 1 el fl 
Enterocolitis infectious 1 fe ail 
> Epstein-Barr viraemia 12 mll 
o ee 
S Epstein-Barr virus infection 128 mn ee 
< Epstein-Barr virus infection reactivation 133 I i ia 
3 | C d *- qms 
© Erysipelas 351 
S eae bape 1 e e p 883 
Erythema infectiosum 1 KD EEUU DORÉ, 
v T i 
(o>) 
v— Escherichia infection 28 2 l 
N 
= 
e 
(o>) 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term naha AE 

Escherichia sepsis 14 

Escherichia urinary tract infection 49 

Exanthema subitum Es a 
C External ear cellulitis e | —— = +! 
S Exradural abscess Caco S HHT xm 
C) Eye abscess IE oo HERES 
Qi Eyeinfection 178 os f a o f 
C ^  Eyeinfection bacterial [mr d a ie 4 4 
N Eye infection intraocular pq: ee ee E 
Q Eyeinfection staphylococcal Eea e 7 y 
O Eyeinfection toxoplasmal 2 ERCON GENE NEPES CENE REN: 
Z — Eyeinfecion vira Luc eos qp ose up H 
Z Eyelid oi 2 eS (ee aes (ee E 
B  Eyelidinfection 25 IS a HE i TO ST 
Fallopian tube abscess 1 Excel q^ (a T 
S  Fascal infection 1 ERE E [CS E 
E, Fasciolopsiasis 2 2e o o T S T ox 
Z Febrileinfection 21 [9 HE T H c xpo m 
T) Focal peritonitis 4 I E et 
S raies 113 [ane ee a HE HT E 
S. Footand mouth disease 2 ae e | E 
Z Foumiersgongrone 2 I ee ee eee eee 
W  Fungaemia 3 I eT eT ee T 
‘2 Fungal balanitis 1 E H e E 
S Fungal disease carrier 2 e O T Wu c 
p Fungal footinfection 6 EIE a EM NER ENS 
G Fungal infection 220 pce:cp ue quomeo pom qno» y 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Fungal oesophagitis 1 
Fungal peritonitis 1 
Fungal rhinitis EE 
C Fungal skin infection 48 37 
o Funisitis 5 EC NN 
QN Furuncle 232 
e Gangrene 24 
N 
N Gas gangrene 1 aa 
S Gastric infection 9 | og | 
O ; : 
5 Gastric ulcer helicobacter 1 n 
7 Gastritis bacterial 3 a | 
- Gastritis herpes 1 EN 
5 Gastroenteritis 444 | 150 | 10 294 
> Gastroenteritis bacterial 6 s | a | oa | 
o G C 
S Gastroenteritis Escherichia coli 3 BEER fo 
Z Gastroenteritis norovirus s IRC E 
E itis rotavi O 
D Gastroenteritis rotavirus 2 NE 
ó Gastroenteritis salmonella 1 is A all ae as 
pas 
Ea 12 Ca | wo |a] 
Gastrointestinal bacterial infection 2 hae p Me se a rl 
T H . n 
o 
Y Gastrointestinal infection 34 [Leer sae Joa co d eee 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Genital abscess 10 
Genital candidiasis 3 
Genital herpes 430 
C Genital herpes simplex 26 
= Genital herpes zoster 35 a ae 
N Genital infection female ooo i 
e Genital infection fungal 12 D dq 
A ital infection vi DN 
EN Genital infection viral rail 
Genital ulcer syndrome | 
5 Genitourinary tract infection 4 HW 
3 Gianotti-Crosti syndrome [- ae 
- Gingival abscess 15 PT 
2 neee 3 ee E 
o 
> Groin abscess 11 E 
2 L EM 
Z HIM oues 1 | Horno cp es 
E | RENT 
B mae s pq 
Haemorrhagic fever with renal syndrome 1 DEI 
= ai bait EM DE 
o Haemorrhagic varicella syndrome 1 pEEEREIDEEEH! NEN 
o 
- Hand-foot-and-mouth disease 15 | 13 | 3 D aM 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Helicobacter infection 33 

Helminthic infection 4 

Hepatic cyst infection m 
= Hepatitis infectious mononucleosis 7 oz Joo ee 
> Herpes pharyngitis 5 
3 ning 5 
S. eres sepsis 2 | o2 | S | 
Z emes simplex 602 
S eene 3 [esee] e sie 

Herpes simplex meningitis 3 3 
E Herpes simplex meningoencephalitis 4 IEEE 
o 
v Herpes simplex reactivation 87 17 
E implex reactive |. Ca | 0 0 
LC Herpes simplex viraemia 1 a i 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 
Se SS 
Total # of x | 
Spontaneous AE 


pes a 


Preferred Term 


HTLV-1 carrier 

Human ehrlichiosis 

Human herpesvirus 6 encephalitis 

Human herpesvirus 6 infection 

Human herpesvirus 6 infection reactivation 
Human herpesvirus 7 infection 

Hypopyon 

latrogenic infection 


Herpes zoster cutaneous disseminated 40 Sa EZ? Ea EE 
Herpes zoster disseminated 23 | 9 aa l a 
Herpes zoster infection neurological 24 aa oo ee eee, eee 
Herpes zoster meningitis 53 a l -4 
Herpes zoster meningoencephalitis 26 i = ay o E Eoo 
Herpes zoster meningomyelitis 1 = =a NEN 
Herpes zoster meningoradiculitis 6 EE! NEU AN EE 
Herpes zoster necrotising retinopathy 1 ERE ee 3 
Herpes zoster oticus 196 ELM | 196 | hi 
Herpes zoster pharyngitis 2 [970-725] 
Herpes zoster reactivation 186 ELA | 65 | 
Herpetic radiculopathy 2 an haan 
HIV infection 8 ee ae | afo | 
HIV peripheral neuropathy 1 n o 
Hookworm infection 2 o |. 
Hordeolum 202 46 | a | 
ee oo -—4 
pose Word 
[ves SS 1 
[:—— [re]: — 5 
| | 2 P | 
LT 
o | 1 | | 
NES n 
E es 


M NO — =| N Oo 2 2 o 


lleal gangrene 


090177e19b0e6be1\Approved\Approved On: 19-Aug-2022 10:22 (GMT) 


* |=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 939 
Pfizer, Confidential 


Page 120 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Immune reconstitution inflammatory syndrome associated tu! 1 
Impetigo 74 
Implant site infection 2 
E Incision site abscess 1 
= Indeterminate leprosy 1 
9 Infected bite 12 
N Infected bunion 1 
e Infected cyst 13 
N Infected dermal cyst 6 
M Infected fistula 1 
U 
S Infected lymphocele 2 
<L Infected seroma 3 
o 
- Infected skin ulcer 8 
6 Infected vasculitis 1 
5 Infection 1139 157 
o 
> Infection in an immunocompromised host 7 fF 
9 : S L 
S Infection parasitic 10 2 | 7 |] 
< Infection protozoal 1 NAR RP 
8 ion reactivat | 5 
D Infection reactivation 19 
3 Infection susceptibility increased 189 128 
[un 
2 Infection via vaccinee 1 i Hie 
Infectious disease carrier 2 i? oe Ace 
D F : 
o 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Infective exacerbation of bronchiectasis 2 
Infective exacerbation of chronic obstructive airways disease 8 
Infective glossitis 6 ae ie 
m Infective myositis 2 kea ees ey 
= fective pericardial effusion 4 [Xe gn (ee | 
Z ifectivetenosynovitis 4 e es ee Rees 
G Infestation 1 foe 4 qeu 0 IE 
N | 7256 | E 
9 nena 15464 EN 
Infusion site infection 1 rae qo 0.77 IM 
S injection site abscess 2 ey ee ee ee H 
Z nection ste cellulitis e ELM EC EON DENT. | 
S Injection site infection " LJ HEIDE 
E baon site pustule 1 [x qoa Yer cot 
Ty Intervertebral disci 27 IE 9 HOT c wo c. 4p 
2 Intestinal gangrene 1 HE cc 
z | | WEE i: x DECEM 
S dniesinal tuberculosis | cp xpo npo c X 3) 
Z Intrauterine infection 4 DES e c 2o copo 5 
E i as ft 
E aoar sion 1 Oo o ae f on es 
J - ik 4 az 
q apanese spotted lever ee E 4 n 
2 Joint abscess 2 mE EE CAU DERE 
Keratitis bacterial 1 EE DENEN 
Z ib EN px DENKE 
Ñ aans viral 2 I TEE E PONI ee PRESE 
© ^ Keratouveitis : po3qp lp o sop 
(d Kidney infection 166 [owe yooo ee ee ee 
o 
= Klebsiella bacteraemia 2 2 | ID REEF o 
NM 
vr 
e 
Q 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Klebsiella sepsis 2 
Labyrinthitis 272 
Lactobacillus infection 1 
C Large intestine infection 17 n 
=> Laryngitis 250 | 66 | 
9 Laryngitis bacterial 1 =e = 
N . 
Legionella infection 6 
S tes I EET EE 
Z eer 20 ETT 
D Localised infection 162 | 8 | s | 6e |] 
Lochial infecti 1 
2 Lower respiratory tract infection 567 SE | 5 |] 
Lower respiratory tract infection bacterial 3 EE wo DEM 
bm j i n H . 
2 Lower respiratory tract infection viral 3 a | 
8 Ludwig angina 3 
2 Lung abscess 6 ERES 
o 
Y Lyme carditis 3 EE | 
Z meg 118 | M8 | 
C yme disease 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Lymphadenitis bacterial 5 

Lymphadenitis viral 2 

Lymphangitis 149 le 00 
C Lymph gland infection 44 
= Lymph node abscess 38 a | sl 
9 Lymph node tuberculosis 2 i - 
2 Malaria recrudescence 2 NEN 
N " 

oO us : 

5 Mastitis bacterial 3 a | oo 
3 Mastitis postpartum 16 NL | 14 | 
9 Measles post vaccine 2 2 | i — »] 

> Mediastinitis 2 n- 38-3 =a 

S . t 

a Medical device site abscess 1 ERN i ai | 
Z veas 213 ET 

© Meningitis aseptic 128 128 NE 

Meningitis bacterial 24 
2 Meningitis coxsackie viral 1 mE 
Meningitis herpes 9 NEED 

D v d F i 
2 Meningitis meningococcal 1 mM 

d Meningitis neonatal PEE 
e Meningitis pneumococcal 7 i 
o 
v Meningitis staphylococcal 1 

> giis staphy E op ww: 
Ez Meningitis tuberculous 2 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 


Preferred Term NH [s v j| E 7 S I 

Z —_Meningoencephaliis herpetic ss queam qo 0. o dw o on 
C Meningoencephaltis via ES ql E o do spo p o: 
Qi Meningomyelitis herpes 2e quomo c4 po Ho 
Z ^ Metapneumovirus infection SS uem: 
N Microsporum infection C qw HE H (ES uo x3 
S Middle East respiratory syndrome s i-re |r) E 
C Molluscum contagiosum a ee (ee E 
W^ Mononudeosis syndrome 7 $ e ow» Joe. dio 7j 
Moraxella infection MS PNE URS NE (aay | HE 
B Morgenella infection ee ea (ie Dee f o E 
Tj Mucormycosis P dena (Cee SD (| HE 
S Mucosalinfection ses DEMEURE Oe E ERE 
B, Mumps 2o f o fnaf sr J | 
Z Muscieabscess s Eoi ae 0-3 T S 
2 Mycobacterial infection s pls fè y o d S o 
D Mycobacterium avium complex infection 1 nll OE 
S — Mycoplasma infection e ee e es ee ee a 
Z eqet UIT ITH TITI 
9 Wenn 373 140 Oo o ST S S o i 
O Myocarditis bacterial AMT G EUER UE. t (ee (ae HERE 
S Myocarditis infectious ?" dEesedi esq p de o 4E oc 
S asas mycotic ey (ee HTH HD Ee Wo s 
Myocarditis septic B qoum ee eee _ 
3 

e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 944 


Pfizer, Confidential 


090177e19b0e6be1\Approved\Approved On: 19-Aug-2022 10:22 (GMT) 


we Pfizer 


System Organ Class 


Infections and infestations 


Preferred Term 

Myringitis 

Nail bed infection 

Nail infection 

Nasal abscess 

Nasal herpes 

Nasal vestibulitis 
Nasopharyngitis 

Necrotising fasciitis 

Necrotising soft tissue infection 
Necrotising ulcerative gingivostomatitis 
Necrotising ulcerative periodontitis 
Nematodiasis 

Neonatal infection 

Neonatal pneumonia 
Neovaginal infection 

Nephritis bacterial 
Neuroborreliosis 

Neurological infection 
Neutropenic sepsis 

Nipple infection 

Norovirus infection 
Nosocomial infection 
Oesophageal candidiasis 
Oesophageal infection 
Omphalitis 

Onychomycosis 


Oophoritis 


Total # of 
Spontaneous AE 


N 32 © 0 o BRON 


—_ 
O c 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Ophthalmia neonatorum 1 
Ophthalmic herpes simplex 32 
Ophthalmic herpes zoster 701 INNEN 
= Oral bacterial infection 1 a 
C)  oralcandidiasis 156 
N Oral fungal infection 71 
G Oral herpes 2784 
N 
A Oral herpes zoster 2 D 
Oral infection 25 8 | 
E 
5 Oral pustule 13 a | 
7 Oral viral infection 4 ih ol 
=  Orbitalinfection 1 I su 
6 Orchitis 56 a 
S v (ES 
> Oropharyngeal candidiasis 9 
S bie O5 | 
S Oropharyngitis fungal eH 
< Osteomyelitis 42 
OH "TH 
© Osteomyelitis acute 3 ER | 
liti ial 1 
D Osteomyelitis bacterial n 
Q Osteomyelitis chronic 3 a 
Otitis externa 77 26 
de | = 
E Otitis externa bacterial 1 IE 
o Otitis externa fungal 2 ha 
C Otitis media 101 a | 
o 
Y Otitis media acute 24 E | 
MANERA 
M Otitis media bacterial 1 d 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Preferred Term SR US AE 
Otitis media chronic 16 
Otosalpingitis 6 
Ovarian abscess 3 DENEN 
C Ovarian bacterial infection 1 e 
= Overgrowth bacterial 1 HN 
9 Pancreas infection 5 zz 
N Pancreatic abscess 1 EN 
e Papilloma viral infection 25 ER CEA 
N Paragonimiasis 3 ic c 
Q Parainfluenzae viral laryngotracheobronchitis 1 EE 
o Parainfluenzae virus infection 7 fi 
<L Paranasal sinus abscess 1 mM 
2 Parapharyngeal space infection 2 lh 
5 Parasite allergy 1 n 
5 Parasitic gastroenteritis 4 Me = i] 
2 Paronychia 28 NEN 
a Parotid abscess 1 jn d 
Z Paros 142 
m Parvovirus B19 infection 5 ii 
5 Parvovirus infection 2 F 
a Pathogen resistance 8 Hh — 
s Pelvic abscess 1 L 
E Pelvic infection 3 DENEZ in —— i 
8 Pelvic inflammatory disease 35 | 34 ees es | es 
- Peptostreptococcus infection 1 a EE a S 
N Stars infective 17 inae a ee 3 
NM 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations 
Preferred Term be AE d  — E 
Pericarditis tuberculous qe" ss ah me <i fl Safe = 
Perichondrtis 8 [os tos { 2 e | jJ J| 
Pericoronitis s | 1 | e f | INED 
C Perihepatitis 1 43 
= Perineal abscess 2 E E 
S Perineal cellulitis 1 et = oe 
Q Periodontitis 29 it o's 4 | go E 
G Periorbital abscess 1 =r, ae | |] | 
N Periorbital cellulitis 10 ae. | o | EN BENE. 
S Periorbital infection 1 iv — sl EE es 2 
2 Perirectal abscess 1 1 ID ENS 
Z Peritonitis & | 5 | a ee e 
2 Peritonitis bacterial 5 5 | pO —.] 
5 Peritonsillar abscess 37 IEEE ERU 
3 Baat 1 pc ee a (ae 
S Periumbilical abscess 1 a lane ee ne cae 
a Persistent generalised lymphadenopathy 5 a: IS 
E Pertussis 21 RENE NNI 
m Pharyngeal abscess 13 a | HUG = 
6 Pharyngeal pustule 3 RES lis Sy m 
G Pharyngiti 520 a a ae 
Z Pharyngitis bacterial 10 ea ea a es 
= Pharyngitis streptococcal 71 HEN 
8 Pharyngotonsillitis 12 NEXU 
C  Phiebitisinfective 1 SS Sa 
= iilis infection 2 IEEE EE 
ES Pilonidal disease 8 |^ za 
G 
o 
[e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 


Preferred Term M Ursa T | M | & a | 

Plague OS Wesco Ih ete tlm = sels = eb = aif = = 

Plasmodium vivax infection S a (| (| 

Pleural infection 2 oo o o 2a fo S S o 
(C Pleurisy bacterial ie neri lt ei la ff ——— + 1 I 
Z Pleurisy viral 6 { 1 | 5 {| | f f y | 
S Pneumococcal bacteraemia ey cies (eee eet es (ee es) HEE 
Qj ^ Pneumococcalinfection &odquecm; quo wp: qo qo o [o — 
C Pneumococcal sepsis a [8]|254]| | J| ] | 
N Pneumocystis jirovecii infection » qsecEemu ue. (ey (Ce 
S Pneumocystis jirovecii pneumonia u- eeu qe n pss 
C Pneumonia 2865 ra | 265 | | | 3 | 7 | 
< Pneumonia aspiration a E E o dep o 
dj Preumoniachlamydia e 12 | e Jẹ | j| TỌ | 
T Pneumonia cytomegaloviral v Jed (Ca 4e cu p 
Š Pneumonia escherichia ea St fei 
S Pneumonia fungal e E Pe q o | 
Z Pneumoniahaemophilus z- pog | spo cono ss] 
G ^ Pneumoniaklebsiella a | 9 | 2 | | | ]| | 
D Pneumonia legionella Bo qucd» Oe TS H | 22-3] 
G Pneumoniamoraxella ib fe ae ie sie te x o cb. 
Z Pneumoriamycoplasmal go, * es seie A 20s) —— fe e e a 
W  Pneumoniapneumococcal 2: (4a Jaf - p. Ç f — 7] 
(D ^ Pneumonia proteus 6 lg [343 1. |. | pL -j 
S Pneumonia pseudomonal ?o Ea e fe p 
ES iuda respiratory syncytial viral 1 | cu ocm ow e oo PT 7] 
G Pneumonia staphylococcal Be qo wr oque | HE 
eo 
Oo 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations Non Interventional Study 


Preferred Term eens dE el ea 

Pneumonia viral w ae ee e | T 
=> Postacute COVID-19 syndrome 296 | 93 o| 07 | "9 | |— | 1 | 
o Postoperative wound infection [sg -.—-4€-- -- — cS —] 
L Progressive multifocal leukoencephalopathy as i "ro — 4 c. cm | ee 
2 Propionibacterium infection 1 ea T NE HERES. 
Z aeea EUIS ERE UNES a S 
Z  Psoasabsoess NEN CREE EE XE NEN RS CIC ERE 
o 
(o>) 
e 


* |-Interval, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 

Preferred Tem Spontaneous AE 

Puncture site infection 1 

Purple urine bag syndrome 1 

Purulence 30 
C Purulent discharge 34 Eee 
= Purulent pericarditis 2 Em ha 
= Pyoderma 4 NE NE NEU FRE 
Z Pyoderma streptococcal 1 Lupum 
a Raoultella ornithinolytica infection 1 irs Ws b E) 
Z Rash pustular 225 s | «e | m | 
o 

Relapsing f 17 17 
B. gue epe sie 

Renal graft infection 1 ES ee e 
D b SOC 
8 Respiratory syncytial virus bronchitis 1 EE ee Ge ee 
2 Respiratory syncytial virus infection 13 mu E mE NH 
- Respiratory tract chlamydial infection 2 ae ae oa | ee 
N Respiratory tract infection 238 | 161 | 68 | 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Respiratory tract infection bacterial 6 

Respiratory tract infection viral 11 

Retinitis 13 mE 
= Rhinovirus infection 18 sae 1 — —] 
S Rocky mountain spotted fever 1 I 4-4 —- 1 
oO : : 
5 Root canal infection 6 a | a 
yE Rotavirus infection 2 oa e 
Z sana 4 Eu 3 
"Oo H Y T 

SARS-CoV-2 i 2 2 
Eu s ea HS 

Scrotal abscess 1 
Z e HE T HS 
E Scrotal cellulitis 1 cw de sal 
Q Sorotal infection 2 o2 f 
Scrub typhus 3 I T —1] 
o 
- Sebaceous gland infection 2 ne Wu —á 
N 
= 
e 
o 
e 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Infections and infestations Non Interventional Study 


Preferred Term M Total # of 
pontaneous AE | | sx a 

Sepsis 612 169 Bo Jo foo 
S Septic arthritis staphylococcal 6 s | ooo 
N Septic encephalopathy 4 | 4 | fd 
S Septic pulmonary embolism 1 ie — t= wie il mE 
= Serratia infection 3 a a | E | 
6 Severe acute respiratory syndrome 33 5 [| 3 | MEN 
9 Severe asthma with fungal sensitisation 2 2 | 2 | I 
3 Severe fever with thrombocytopenia syndrome 2 a, 
a Severe invasive streptococcal infection 2 | —— | 2 | D 
Z seene T ECCE 
Q Sinusitis bacterial 10 a | 0 | I 
Z meer i EIE 
B Skin bacterial infection 16 eet sl 6 |] s w «| 
C skininfection 116 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term NM GC- ~o a E S d. 

Soft tissue infection CENE IE ECHO NHRUNEHESU S H 

Spinal cord abscess NP ENTE WEN NES EX DRESD = aa = = i = 

Spinal cord infection ee a a DENEN DINE DENEN 
(C ^ Splenicintection T eee I a re isi 
Z Sputum purulent w f a | “a f 2 | 2] | | 
S Staphylococcal abscess 2O ee T (en ee es (ee ee rs) --] 
NX Staphylococcal bacteraemia m j mT 
S  staphylococcalimpetigo 2 ee (ee du - a six 
Cd Staphylococcal infection e | 9 | 7 | “ | | 1 | 3 | 
Q Slaphylococcal scalded skin syndrome p qeeuESqege- x wx 
9 Staphylococcal sepsis © e: IS Se | CO || 
T Staphylococcal skin infection ie a I T E eee a o: 
Z Stenotrophomonas bacteraemia Me We ee ee et H 
B ses a fei ae ad 
To  Streptobacillusinfection IEEE EET ae NEN | LN 
Š Streptococcal abscess MEM NENNEE EE e e a o 
S. Streptococcal bacteraemia 3 C2: qə: | 1 Loo dh | 
Z Streptococcal endocarditis ie Eucm e cc. (| HS 
g Streptococoalintection ao [| 7» J| z | 5] a] J | 
© Streptococcal sepsis 10 AEA 
S. Streptococcal urinary tract infection ro e ae e e oc | i4 
Z srap I lee i = = alls —— ef TH H HT 
S  Stumpappendicitis i p ae ey = = = 
‘2 Subacute endocarditis 80] P1 |. |. |] | ë 
Q Subacute sclerosing panencephalitis 2 | t* f 2 ù J fT f | 
Z Gubcutaneous abscess s | * | 4 | 25 | a [| * j| 1 | 
P- Subdural abscess a = ee 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 
Subglottic laryngitis 5 
Subperiosteal abscess 1 
Superinfection 31 

C Superinfection bacterial 34 

= Superinfection viral 1 

o Suspected COVID-19 5748 

N Sweat gland infection 1 

e Sweating fever 149 

N pe 

N Syphilis 15 

S Syphilis genital 1 

E Systemic bacterial infection 1 
L Systemic candida 3 
o 
- Systemic infection 4 
5 Systemic viral infection 3 
9 Testicular abscess 2 

3 Tetanus 7 

a Thrombophlebitis septic 2 
E Tinea capitis 3 
m Tinea infection 11 

ó Tinea pedis 20 

[n 

Q . . 

Q Tinea versicolour 17 
< Tongue abscess 3 
= 
= Tongue fungal infection 8 
Q Tonsillitis 592 
C Tonsillitis bacterial 30 
o 
PT Tonsillitis streptococcal 7 
N Tooth ab: 80 
C ooth abscess 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Infections and infestations 


Preferred Term lepe AÈ 1s d 1 THE, T h: 

Tooth infection sa | ee | ? | 

Toxic shock syndrome pe qc wWeeque cq ol 22s 

Toxic shock syndrome streptococcal rr ane! (RE ea (CS) o e Jo 
> Toxocariasis E ee ee ee me 1 i 
Z Toxoplasmosis s f 2 | 3f- egef | | 
O  Tracheite s | 3 | s3 | e fù] J | 
N Trecheobronchitis ee S S a ee mp o po 
Ci Trecheobronchitis bacterial ae dn od - cq oo Wd: 
9 Tracheostomy infection 1o oo HE | ak opo HE 
Q Tremotode infection "oque esci cM cid 
C^ ^ Trichophytosis i qe Lgs 
$ Tropical spastic paresis 1 odo EA up vp M 7 
v Tuberculoma of central nervous system 1 aa ES O ch a eee 
B Tuberculosis s | c] | | | | 83 J| 9 | 
UO Tuberculosis of central nervous system 1 DER Se a ee) O EFE! 
Z Tubereulous pleurisy AER Sameer Rice) RE, CN PO) | 
S. Tuereemis 2 Eoo feo fJ f S E 
Z Type 2 lepra reaction 2 onum suo J f f 
G mader 2 ae I e eR 
D Upper aerodigestive tract infection m ox quc du 
S Upper respiratory tract infection 29 | z | m | s | m | 1 f 1 
s Upper aaa one infection bacterial 1 [ee eil fp its ee A n= wp: o 03 
QW  Ureaplasmainfection L|. See: f j| | 
Q Ureteriis s e doa ko o N HE 
S urethritis ies ee ee (eee ee H 
S Urinary tract candidiasis D. come D | HO mpg 
Z Urinary tract infection 1718 2 | 95 | 4 j| 1 | 
3 
o 
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Infections and infestations 


Preferred Term 


Urinary tract infection bacterial 
Urinary tract infection enterococcal 
Urinary tract infection fungal 
Urinary tract infection pseudomonal 
Urinary tract infection staphylococcal 
Urogenital infection bacterial 
Urosepsis 

Uterine abscess 

Uterine infection 

Vaccination site abscess 
Vaccination site cellulitis 
Vaccination site infection 
Vaccination site joint infection 
Vaccination site pustule 

Vaccine associated paralytic poliomyelitis 
Vaccine bacteria shedding 

Vaccine breakthrough infection 
Vaccine virus shedding 

Vaccinia virus infection 

Vaginal abscess 

Vaginal infection 

Vaginitis gardnerella 

Variant Creutzfeldt-Jakob disease 
Varicella 

Varicella encephalitis 

Varicella post vaccine 


Varicella zoster oesophagitis 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Infections and infestations Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Varicella zoster pneumonia 2 

Varicella zoster virus infection 110 

Vascular device infection 4 ae) 
M Viral keratouveitis 2 EE XE ERE 

U 

O c A 
S Vial labyrinthitis 11 Ee ly 
- Viral myocarditis 48 | 48 | 
2 Viral pericarditis 48 asa l 
Z aed s i 
D Viral rhinitis 1 Sn aa 

Viral i 3 3 
q iral sepsis a 1 
«C Viral skin infection 3 EE 
(t 
Q  Viraltonsilitis 5 2 Jooo 
8 Viral upper respiratory tract infection 14 s | 32 ] 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term Maie AE 

Visceral leishmaniasis 1 

Vulval abscess 4 

Vulvitis 11 

Vulvovaginal candidiasis 128 | oz: | 8 | 

Vulvovaginal mycotic infection 197 | 01 | | —— | 
Vulvovaginitis 4 Ew aE aa 
Waterhouse-Friderichsen syndrome 1 L: "dq- - x 
West Nile viral infection 1 v d d 
Wound abscess 3 BECBE DESEE RR 
Wound infection 21 mh | a | 
Wound infection bacterial 1 o EE 
Wound infection fungal es eee aa 
Wound infection staphylococcal 6 a o e 
Yersinia bacteraemia 1 

Yersinia infection 6 

Zoonotic bacterial infection 2 


System Organ Class 


Injury, poisoning and procedural complications Non Interventional Study 


recon, Tem bd AE 
Abdominal injury 3 
Abdominal wall wound 1 
Abortion induced incomplete 1 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Accident 57 
Accidental exposure to product 198 
Accidental exposure to product by child 3 Ee DENEN 
C Accidental overdose 319 
5 Accidental underdose 33 NENNEN 
N l 
= Acetabulum fracture 3 a |oo 
ANI Administration related reaction 1 han i a i 
oO ee -— 
5 Adverse event following immunisation 225 161 
Z erne 7 Een qe 
- Airway complication of anaesthesia 2 2 nn ae 
> Anaestheticcomplication 3 men he a oe 
9 tls 
S Anaesthetic complication neurological 1 a i 8 
Z oiin ie HRES EIN 
[ms 
Q x 
Z nanes e 
t 
LO 
o POPE 
= 
e 
o 
e 


* |-Interval, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Arteriovenous fistula site haemorrhage 1 
Arteriovenous fistula thrombosis 8 
Arteriovenous graft thrombosis 1 
C Arthropod bite 144 
= Arthropod sting 61 
Q Asbestosis 1 
N Atypical femur fracture 2 
e : 
— Auricular haematoma 1 
ANI Autonomic dysreflexia 8 
S Axillary nerve injury 8 
= Axillary web syndrome 14 
7 Back injury 49 
- Barotitis media 2 
c Barotrauma 9 
O l 
9 Bite 27 
3 Bladder injury 5 
a Bone contusion 27 
Ed Bone fissure 5 
m Bone fragmentation 2 
3 Booster dose missed 11 
[un 
Q Brachial plexus injury 16 
< Brain contusion 22 
= 
= Brain herniation 34 
8 Breast injury 5 
2 Bronchial injury 1 
b Burn oesophageal 19 
Es Burn of internal organs 9 
= 
e 
Oo 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Burn oral cavity 22 

Burns first degree 1 

Burns second degree 26 
(C Burns third degree 10 | -— =| 
= Bursa injury 6 
9 Buttock injury 3 
N Carbon monoxide poisoning 1 | 
e ; ] 
= Cardiac contusion 2 NEN 
QI Cardiac herniation 1 BEEN 
S Cardiac procedure complication 4 HEB 

oO , 

5 Cardiac valve rupture 1 mz 
7 Cardiac vein dissection 1 HERE, 
- Cardiac vein perforation 1 i 
6 Cartilage injury 12 EE 
9 Central cord syndrome 1 I 3] 

> Central nervous system injury 3 2 

5 | [2| 

S Cerebral hyperperfusion syndrome 3 [D - fj 
< Cerebral ventricle collapse 6 I a 
OH H 

© Cervical vertebral fracture 4 NE 

Cervix ini 4 
2 Chemical burn 5 mE JE 
Chemical burn of skin 7 [- 087 «| 

2 Chemical cystitis 2 Ew 

o Chemical poisoning 1 EH 
2 Chest crushing 23 =) Al 
o 
w Chest injury 37 ee A eS il 
N Chillblai 312 
N illblains 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Chloracne 1 

Circumstance or information capable of leading to device ust 8 

Circumstance or information capable of leading to medicatio: 495 
S Clavicle fracture 33 
— Cold shock response 2 a NEZ 
N ES 
= Comminuted fracture 2 o 
N Complications of transplanted kidney 2 Eac] 
S Compression fracture 11 hm | a | 
O ; 
7 Conjunctival laceration 1 hn - —.] 
- Contraindicated product administered 20 
6 Contraindicated product prescribed 3 LEE i 
> Comeal abrasion 10 3 
3 | | 4 | è | 
S Comeal laceration 1 a 7 4 
< Coronary bypass thrombosis 1 [nc foo 
D Counterfeit product administered 16 Eoi 

Cranial inj 4 
2 Craniocerebral injury 63 a | | | 

Craniofacial fracture 1 
= sec s 
2 Craniofacial injury 4 mE m ~ 
B Crush injury 3 ae Ço 
S Deafness traumatic 4 Ee a 
- Decreased embryo viability 2 za a a a EE 
N Deep vein thrombosis postoperative 1 How dus —— 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications 
Preferred Term ARA AE 
Delayed recovery from anaesthesia 4 
Dental leakage 2 
Dental restoration failure 3 [«— — 
C Dermal filler overcorrection 1 = 
= Dermatitis artefacta 1 prona | 
9 Device difficult to use 1 E-o 
N Device use confusion 2 EN DM 
g Device use issue 2 L 
ANI Dialysis related complication 2 E E 
S Diephragmetic injury 1 RENE 
E Diffuse axonal injury 2 fi 
<L Dislocation of vertebra 2 mM 
2 Diversion colitis 1 an 
5 Documented hypersensitivity to administered product 1 EE 
UO Dose calculation error 4 
2 Drug administered in wrong device 1 Dk — 4 
a Drug dose omission by device 1 HEN, 
< Drug exposure before pregnancy 21 
m Drug monitoring procedure incorrectly performed 3 li -— 
3 Drug monitoring procedure not performed EE 
a Drug titration error EE 
< Duodenal rupture 1 ie il 
E DR Raiz error 3 mE en TET 
Y Eer inju 19 IE DENN 
DO meson [5-p oe BE 
N 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Electric shock 49 
Endotracheal intubation complication 3 
Epicondylitis 142 
C Epidural haemorrhage 3 
= Epiphyseal injury 1 
Qo Ae 
— Ergot poisoning 1 
N Eschar 9 
G Expired product administered 3649 
N Exposure during pregnancy 545 
Q Exposure to allergen 2 
I 
= Exposure to chemical pollution 1 
<L Exposure to communicable disease 6 
o 
- Exposure to contaminated device 1 
6 Exposure to contaminated water 2 
9 Exposure to extreme temperature 2 
3 Exposure to SARS-CoV-2 211 
a Exposure to toxic agent 4 
< Exposure to unspecified agent 1 
m Exposure to vaccinated person 10 
ó Exposure via blood 1 
[un 
Q Exposure via body fluid 1 
< Exposure via breast milk 5796 
— 
= Exposure via contaminated device 1 
8 Exposure via eye contact 24 
e Exposure via father 1 
o Ñ 
5 Exposure via partner 1 
Ez Exposure via skin contact 114 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Injury, poisoning and procedural complications 

Preferred Tem lne AE 

Exposure via unknown route 1 

Extra dose administered 540 

Extradural haematoma 9 NENME 
C Extraskeletal ossification 1 aS Ee ee pem 
= Eye contusion 115 a [| 2 | 
Qi Eyelid injury 5 Oa qj tepe) L 
= Facial bones fracture 69 a ll oan 
& Felled in vitro fetiisation 3 a l D 
S a a5 [ 299 | s | zw | 
3 Fallopian tube perforation 1 EE a ERE if. al 
Z Fotembolsm IE HRS S 
9 Femoral neck fracture 38 | 38 | Boo o dp EE 
Z neau 7 a rt Ca S 
8 Foetal exposure during pregnancy 89 6a | 9 | | on | 
e Foetal exposure timing unspecified 1 mu rm mE 
Es Forearm fracture 1 o x ds -— 
e 
Q 
eo 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Foreign body 10 

Foreign body aspiration 4 

Foreign body in ear 1 
C Foreign body in eye 17 
= Foreign body in gastrointestinal tract 2 EE 
© Foreign body in mouth EECMEN 
N Foreign body in respiratory tract 3 hz 
e Foreign body in skin or subcutaneous tissue 2 a, 
N . " 
QI Foreign body in throat 44 44 | 
S Foreign body in urogenital tract 1 EENE 
CH 
5 Fracture 110 
3 Fractured coccyx 2 n 
- Fracture displacement 2 2 | 
5 Fractured sacrum a | 
9 Fractured skull depressed 1 NEM 
> Frostbite 33 IER ME 1 
S " T 
S Gadolinium deposition disease 1 Ir 
<< Gallbladder injury 3 
D Gastrointestinal injury 6 

Gastrointestinal st licati 4 3 
S astrointestinal stoma complication HE 
2 Genital injury 2 i. =I 

Gingival inju 4 
Z baan a] 
E Graft complication IF 
o Gun shot wound 1 a 
2 Haemolytic transfusion reaction 1 i ef 
- Hair injury 10 za 
C and fracture 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Injury, poisoning and procedural complications 


Preferred Term 


Head injury 

Heat cramps 

Heat exhaustion 

Heat illness 

Heat oedema 

Heat stroke 

Heavy exposure to ultraviolet light 
Hepatic rupture 

Hip fracture 

Humerus fracture 

Hyphaema 

Hypobarism 

latrogenic injury 

IlIrd nerve injury 

lliotibial band syndrome 
Implantation complication 
Inadequate aseptic technique in use of product 
Inappropriate schedule of product administration 
Incisional hernia 

Incision site complication 

Incision site haemorrhage 

Incision site impaired healing 
Incision site pain 

Incision site pruritus 

Incision site rash 

Incision site swelling 


Incomplete course of vaccination 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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e 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Incorrect disposal of product 3 

Incorrect dosage administered 41 

Incorrect dose administered 1789 | 124 || 
C Incorrect dose administered by device 2 [ra-- ess ees 
A jon admini Eaa Dn 
A Incorrect product formulation administered 19 D | 19 | | 

Incorrect route of product administration 4908 | 1850 | EET 
3 sorpi ERN EC PEERS 
p. i EL GN DEC 
S. hn comeal 6 oè ee ee eee no 
Z ua of conjunctiva 1 | c.m i e ducrpo | | 
E ional device use i a ft 
D Intentional device use issue 1 eoi oa | 
D Intentional dose omission 20 a rog qr ser tpe ee 
[n 

Intentional product misuse 18 2 16 as il 
Z aia | | 2 | 6 5 
Q Intentional product use issue 7 MEE Se H a ee 
$ Intentional underdose 2 Lp a | H 
e ats 
v Intercepted product administration error 1 E cw AEG 9a 
b 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Intercepted product selection error 1 

Intercepted product storage error 1 

Intervertebral disc injury 3 
E Intoxication by breast feeding 5 EZ 
»- Ischaemic contracture of the left ventricle 2 E. d 
O Vi nenen 1 I 
N Jaw fracture 21 NN 
EE Joint dislocation 99 
e Joint injury 171 | 8 | 

Kidney contusion 1 
Qi. y PEE 
5 Kidney rupture 2 2 
7 Labelled drug-drug interaction medication error 1 n 
- Lack of vaccination site rotation 3 oa | 
5 Laryngeal injury 1 ESE i 
9 Laryngeal nerve dysfunction 1 [cR = 
> Lenticular injury 1 E 
9 l M 
S Ligament injury 13 aa 
< Ligament rupture 21 
Re) H H 
D Ligament sprain 135 

Limb hing inj 6 
q imb crushing injury a | 
2 Limb injury 517 | 260 | 

Lip inju 57 
= T jury za 
E Liver contusion 3 a | 
o Lower limb fracture 36 
S Lumbar vertebral fracture 14 Oona | 
- Lumbosacral plexus injury 2 NC 
N allet finger 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Maternal drugs affecting foetus 
Maternal exposure before pregnancy 355 
Maternal exposure during breast feeding 697 
E Maternal exposure during delivery 1 
= Maternal exposure during pregnancy 5956 
9 Maternal exposure timing unspecified 1151 
N : : 
N Maternal exposure via partner during pregnancy 1 
e Mechanical ventilation complication 1 
N Median nerve injury 5 
Q Medical device monitoring error 4 
I 
= Medication error 247 
7 Meniscus injury 22 
- Metal poisoning 3 
C Mouth injury 39 
O = 
9 Mucosal excoriation 1 
3 Multiple fractures 12 
a Multiple injuries 33 
« Multiple use of single-use product 4 
m Muscle contusion 9 
o Muscle hernia 2 
p= 
Q "n 
a Muscle injury 126 
«C Muscle rupture 80 
= 
= Muscle strain 424 
8 Musculoskeletal injury 4 
C Nailavulsion 2 
o uM 
CS Nail injury 5 
N Nasal inj 22 
N asal injury 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Near drowning 17 

Neck crushing 1 

Neck injury 25 a) 
S Nervous system injury 6 C ers) PEE 
S Neurological procedural complication 1 HE NR ERES 
3 Occupational exposure to product 95 | 8g | | | | 
us Occupational exposure to SARS-CoV-2 14 NEM IEEE EEUU 
6 Occupational exposure to sunlight 1 EE NER LR? 
> Off label use 54370 16103 19609 38267 294 
3 | 16103 | 19609 | 38267 | | 204 
& Open fracture 3 EN [pel 
Optic nerve injury 29 O» | [- up gren 
Ñ Orelcontusion 16 Ese Il ae — dp ^u 
D Oral mucosal scar 5 eee Sa ey aa 
Q 
3 Overdose 5144 | 153 | am | 4 [| 5 — 

Palate inju 10 
Z jury [Es] [L9 | — d - 
Ñ Pancreatic injury 1 ee = 
8 Parasympathetic nerve injury 1 n 
a Paroxysmal autonomic instability with dystonia 1 Sas 
Y Patella fracture 9 NIE 
ro 
M Paternal exposure before pregnancy 3 2 | 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 972 
Pfizer, Confidential 


Page 153 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 

Injury, poisoning and procedural complications 

Preferred Term Soo amus AE 

Paternal exposure during pregnancy 7 

Paternal exposure timing unspecified 1 

Pelvic fracture 25 Dr = 26 
C Penile contusion 2 oa J 2 |] 
C,  Periorbitalhaematoma 24 Ea e A emm 
2 Periorbital haemorrhage 9 Br J o5 foo ae 
= Peripancreatic fluid collection 1 D es d 
S Periprosthetic fracture 2 EE DEC ERR | es 

E Periprosthetic osteolysis 1 ey a ay S 

e Persistent comeal epithelial defect 1 I0. oa [—gEL 
5 Petroleum distillate poisoning 1 mn Gn 3 3 
Z Pneumoconiosis s HS Ts HET ca 
Z Poor qualty doves used H GC T (EN ES 
B Poor quality product administered 30828 | 1785 | 30804 | =| | 
8 Post concussion syndrome 7 a ee es ee 
2 Posterior capsule rupture 1 n E E 
= oan tibial nerve injury 3 a a | 
L Post laminectomy syndrome 1 n a - ee 3 
3 
e 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Injury, poisoning and procedural complications 

Preferred Term sù AE 

Post lumbar puncture syndrome 16 

Postmastectomy lymphoedema syndrome 1 

Postoperative delirium 3 
C Postoperative ileus 1 
= Postoperative thrombosis 2 
9 Postoperative wound complication 4 
N Post procedural complication 11 
E Post procedural complication circulatory 1 
N Post procedural constipation 1 
Q Post procedural diarrhoea 8 
o Post procedural discomfort 1 
L Post procedural erythema 1 
e Post procedural fistula 2 
5 Post procedural haematoma 1 
9 Post procedural haematuria 1 
3 Post procedural haemorrhage 13 
a Post procedural hypothyroidism 
< Post procedural inflammation 4 
m Post procedural myocardial infarction 2 
ó Post procedural oedema 3 
a Post procedural pruritus 1 
< Post procedural pulmonary embolism 2 
E Post procedural stroke 1 
8 Post procedural swelling 2 
e Post-traumatic neck syndrome 17 
= Post-traumatic pain 16 
L Post vaccination syndrome 29 
G 
3 


* |=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 974 


Pfizer, Confidential 


Page 155 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Prescribed overdose 1 

Prescribed underdose 2 

Prescription drug used without a prescription 3 
C Prevertebral soft tissue swelling of cervical space 1 n 
A D 
QI Procedural nausea 14 s | P| 
0) 
6 Product administered at inappropriate site 1010 924 ha i 
9 Product administered by wrong person 1 a EEERES E 
3 Product administered to patient of inappropriate age 8718 8705 li 43] 
a Product administration error 7586 NENNEN EE 
< Product administration interrupted 6 e Jooo f oa s 
9 | 
D Product appearance confusion 3 a | H 
6 Product communication issue 5 |s Jooo ae 
Q " 
B rom s ERU e 

Product design confusion 1 1 DEUS 
2 esign ¢ iit L 
B> ERE 22 i — 7 
Product dispensing issue | L 
e Product dosage form confusion 1 NER DERE 
o 
w Product dose omission in error 8 s Joo fo o 
N roduct dose omission issue 
= 
e 
Q 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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e Pfizer 


System Organ Class 


Injury, poisoning and procedural complications 


Preferred Term 


Product label confusion 

Product name confusion 

Product packaging confusion 
Product preparation error 

Product preparation issue 

Product prescribing error 

Product prescribing issue 

Product selection error 

Product storage error 

Product substitution error 

Product use complaint 

Product use in unapproved indication 
Product use issue 

Pseudophakic bullous keratopathy 
Pulmonary contusion 

Radial nerve injury 

Radiation associated pain 
Radiation injury 

Radiation mastitis 

Radiation pneumonitis 

Radiation proctitis 

Radiation sickness syndrome 
Radiation skin injury 

Radius fracture 

Reaction to previous exposure to any vaccine 
Reactive gastropathy 


Recalled product administered 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Injury, poisoning and procedural complications 


Preferred Term SoA AE 

Recall phenomenon 12 

Rectal injury 1 

Refractoriness to platelet transfusion 1 EHE 
C Renal transplant failure 4 Ee ES ee = 
= Re-opening of ductus arteriosus 1 fF han  .*] 
O Repetitive strain injury Be Jie a =e = — + 
N Reproductive tract anastomotic leak 1 Ooo f a | a ee 
Ez Respiratory fume inhalation disorder 1 Ca - 3 - 
Qd Retinal injury 17 INS EN |e (ees) 
S Rib fracture 99 | 9 | 6 js | 
o Road traffic accident 171 | 122 | 5 | 4 | 
< Scapulafracture 3 [eoe pi 
2 Scar 243 de 
5 Sciatic nerve injury 12 5 | | | ^4 | 
Scratch 22 “| » AU 
Z Sorotal injury i qp 
S ^ Seroma 0 | 2 | 4 | 2 | 8$ | 
Ed Shunt blood flow excessive 1 BEEN UNDER 
CQ ^ shuntocclusion 3 | 3s | | | 
S Shunt stenosis 1 HE NEN E 
C. — Shuntthrombosis 3 RE CE ees EN 
Z Silicosis 1 EE EE Ce 
E Skeletal injury 13 ae ee NE DI 
QD ^ Skinabrasion 151 | 4 | 39 | w| 
S Skin flap necrosis = pas ae 
Skin injury 60 ea Re ae HT E 
2 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Skin pressure mark 1 

Skin procedural complication 1 

Skin scar contracture 1 ELEM 
3 Skull fracture 18 NEXU 
= Skull fractured base 11 on NEN 
N : 
Ez Soft tissue foreign body 6 a |- 8 | 
E Spinal compression fracture 23 | 23 | =z 
zn Spinal cord injury cauda equina 1 oa | pum 
5 Spinal cord injury cervical 4 MEN 
9 Spinal cord injury thoracic 2 2 | I 
> Spinal fracture 41 41 
aed EN EE 
Z aeueo 2 Me ea 
OH H 

i 

2 ei E E 

Stab wound 4 3 
= [de] mm 
Q Sena fracture 6 | 6 | aa 
B Stemal injury 1 p [s 
2 Stoma complication 1 EE SEMEN 
w Stoma obstruction 1 
E ost ECT E on wl 
M Stoma site discharge 2 NEC 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Injury, poisoning and procedural complications 

Preferred Term ehed AE 

Stoma site erythema 1 

Stoma site extravasation 1 

Stoma site haemorrhage 6 es 
(>  Slemasiteinflammation | ENSE ER Ep XN rmm 
= Stoma site pain 2 a 7] 
S. stoma site pruritus 2 a ee EX RE 
N Stoma site vasculitis 1 oa ooo ae 
Z Stress fracture 8 ee Ww qp. 2? | 
N Subarachnoid haematoma 3 Ea o ERE 
S Subcutaneous haematoma 89 |o | æ | 
S Subdural haematoma 146 | Mv6 | | | | 
< Subdural haemorrhage 36 aa | | | | 
6 Superficial injury of eye 8 NEDEBNE CEDE | 
9 Suture related complication 3 ee ee ee A: 
p wenne 1 I E a 
S Sympathetic nerve injury 1 a ee oc 7j 
Z Synovial rupture " ME CENE NN NE 
9 Tendon injury 33 | o9 | 3 | 7 | 
© Tendon rupture 90 ee E g 
Š Testicular injury 2 IE a ee 
Z Thermal burn 133 E | 3a NN 
E Thermal bums of eye 35 a i DENEN 
Q Thoracic vertebral fracture 14 ooa ee e 
S Tibiafracture 12 oe | 3 | è | 
S Teue 11 pos Ee c wp o 
E Tongue injury 20 MK NE HE 
=) 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Injury, poisoning and procedural complications Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Tooth avulsion 4 
Tooth dislocation 2 
Tooth fracture 58 
c Tooth inju 50 
= jury 
= Torus fracture 2 
9 Toxic anterior segment syndrome 1 
N Toxicity to various agents 42 
e "m 
bs Tracheal deviation 2 
N Tracheal haemorrhage 1 
Q Tracheal obstruction 9 
U 
S Tracheostomy malfunction 2 
<L Transcription medication error 1 
o 
v Transfusion reaction 3 
5 Transfusion related complication 1 
g Transplantation complication 1 
3 Transplant dysfunction 2 
a Transplant failure 2 
< Traumatic fracture 2 
b: Traumatic haematoma 22 
5 Traumatic haemorrhage 8 
p= 
Q Traumatic haemothorax 
< Traumatic heart injury 
— 
= Traumatic intracranial haemorrhage 13 
8 Traumatic liver injury 2 
2 Traumatic lung injury 13 
o 
5 Traumatic shock 1 
N Trunk inj 3 
N runk injury 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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/ zer 


System Organ Class 


Injury, poisoning and procedural complications 


Preferred Term 


Twiddler's syndrome 

Ulna fracture 

Ulnar nerve injury 

Underdose 

Upper limb fracture 

Urethral injury 

Uterine injury 

Uterine rupture 

Uveal prolapse 

Vaccination complication 
Vaccination error 

Vascular access complication 
Vascular access malfunction 
Vascular access site dissection 
Vascular access site swelling 
Vascular graft occlusion 
Vascular graft stenosis 
Vascular graft thrombosis 
Vascular injury 

Vascular procedure complication 
Vascular pseudoaneurysm 
Vasoplegia syndrome 

Vena cava injury 

Venous injury 

VIII nerve injury 

VIIth nerve injury 


Vitreous injury 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 


$ 
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eo 
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System Organ Class 
Injury, poisoning and procedural complications 
Preferred Term Ease) AE s uM 
Vth nerve injury 2 mn CT SSE gran pann pnns 
Vulvovaginal injury 1 Loa eee 
Weaning failure 2 ESE e H D TH 
Co Wound 28 | 25 | % | 
=  Woundcomplication 57 | 3 | “u | 8 | 
S Wound contamination MS = aE 8h > 
2 Wounddehiscence *. wr oe) T 
Wound haematoma 2e ecc quo o dE ee 
Wound haemorrhage e | èe [| z | mo | 0 | 
Q  Woundnecrosis A E ee a e res 
S — Woundsecrelion s | 3 | v ! 9 | M — 
2 Wrist facture a (a I oe 1i J 1 | 
Z Wrong dosage formulation PAS T = fe] 
5 Wrongdose We qe xh o (ree GE 9 
g Wrong dug rr el [a (aS RA 
Wrong patient ey ee (re ees (ed 
a Wrong patient received product 3 Fee (nea UNTEN E 
Z Wrong product administered m | 2 | 15 | 160 | 7e | 
G ^ Wrong product stored i Muerto 58 
S Wrong schedule LUE ERES 
S. Wrong strength P ou -ur:-gqu gos 
Z Wrong technique in device usage process 5 S _} __{ s_ 
9 Wrong technique in product usage process 972 | 1 | 39 | 18 | 934 
a 
ES System Organ Class 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

5-hydroxyindolacetic acid in urine 1 

Acid base balance 1 

Acid base balance abnormal 3 
C Acoustic stimulation tests 1 
= Acoustic stimulation tests abnormal 2 a f 
9 Acoustic stimulation tests normal 1 IEEE a 
N Activated partial thromboplastin time abnormal 4 HWE 
G Activated partial thromboplastin time prolonged 88 a 
Q a | in time rat L 
QI Activated partial thromboplastin time ratio decreased fl 
S Activated partial thromboplastin time ratio increased 4 EET ps 
oO : : T 
5 Activated partial thromboplastin time shortened 39 ooo We 
3 ADAMTS13 activity abnormal 2 [- We —-j 
v- ADAMTS13 activity decreased 5 PT 
5 Adenosine deaminase increased 3 ooo i 
g Adenovirus test positive 2 ooo al 
3 Adjusted calcium decreased 2 IRE FERRO 
a Airway peak pressure increased 2 Le 
< Alanine aminotransferase abnormal 18 ooo is 
8 ine ami RENNES 
D Alanine aminotransferase decreased 13 EMEN 

Alanine aminotransferase i d 482 274 3 
q anine aminotransferase increase Ewa 
B ern ene a pu 

Albumin CSF increased 5 mE NER e E 
2 Albumin globulin ratio abnormal 1 at ee l 
o Albumin globulin ratio decreased 15 all 
2 Albumin globulin ratio increased 4 Lowe — gp -. 
o 
S Albumin urine 1 fe XT 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Total # of : T a 
Preferred Term Spontaneous AE ~ o T a 


Alcohol test false positive 
Aldolase increased 


Aldosterone urine increased 


Allergy alert test 

Allergy test 

Allergy test negative 

Allergy test positive 

Alpha-1 acid glycoprotein increased 
Alpha-1 anti-trypsin increased 
Alpha 1 foetoprotein abnormal 
Alpha 1 foetoprotein decreased 
Alpha 1 foaetoprotein increased 
Alpha 1 globulin decreased 

Alpha 1 globulin increased 

Alpha 2 globulin decreased 

Alpha 2 globulin increased 

Alpha-2 macroglobulin increased 
Alpha globulin increased 

Alpha tumour necrosis factor increased 
Amino acid level decreased 


Amino acid level increased 


Ammonia abnormal 


Ammonia increased 


Amniocentesis abnormal 


Amniotic fluid volume decreased 


N © A A a Qo = NY fF BN WO DN NY |= |= Na ORA a ana 2A NI = 


Amniotic fluid volume increased 


Oo | 
e | 4) 
an eee 
al Ss 
[cie 
Oo RN 
DECR HE 
Pumps ut 
ee EE PN 
Oo ST 
Oo o Sol 
Her Mn 
E: - poe y 
p: - fb so ul 
O |? | 
Oo o T 
PE | 
pc 
es HE 
NES aa 
C (eT 
L 
R H 
E D HE 
ae XE 


090177e19b0e6be1\Approved\Approved On: 19-Aug-2022 10:22 (GMT) 


* |-Intervel, C=Cumulative 
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System Organ Class 

Preferred Term leha AE 

Amniotic membrane rupture test positive 1 

Amphetamines 1 

Amphetamines positive 3 
C Amylase abnormal 2 
= Amylase decreased 12 
9 Amylase increased 60 
N Analgesic drug level 4 
e Analgesic drug level above therapeutic 1 
ANI Analgesic drug level increased 1 
S Anal pap smear abnormal 1 
o Androgens increased 2 
L Angiocardiogram 2 
e Angiogram 3 
c Angiogram abnormal 3 
2 Angiogram cerebral abnormal 1 
Q Angiogram pulmonary abnormal 4 
3 Angiotensin converting enzyme decreased 6 
< Angiotensin converting enzyme increased 10 
m Angiotensin Il abnormal 1 
ó Angiotensin Il decreased 1 
a Angiotensin Il receptor type 1 antibody positive 1 
< Anion gap abnormal 1 
Y Anion gap decreased 5 
8 Anion gap increased 12 
e Antiacetylcholine receptor antibody positive 3 
G Anti-actin antibody positive 1 
Es Anti-aquaporin-4 antibody positive 3 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Total # of 


Preferred Term Spontaneous AE 


= 


Anti B antibody positive 1 
Antibody test 1 
Antibody test abnormal 115 


u 


= 
N 
oo 


Antibody test negative 25 
Antibody test normal 1 
Antibody test positive 17 
Anticoagulation drug level 


Anticoagulation drug level above therapeutic 


1 
3 
Anticoagulation drug level below therapeutic 9 
Anticoagulation drug level increased 1 
Anticonvulsant drug level below therapeutic 2 
Anticonvulsant drug level decreased 2 
Anti-cyclic citrullinated peptide antibody positive 17 
Antidepressant drug level decreased 
Antidepressant drug level increased 
Anti-erythrocyte antibody positive 
Anti factor IX antibody increased 
Anti factor V antibody positive 
Anti factor VIII antibody increased 
Anti factor VIII antibody positive 
Anti-GAD antibody positive 


Anti-ganglioside antibody negative 


Anti-ganglioside antibody positive 


Anti-glomerular basement membrane antibody positive 
Anti-HLA antibody test positive 
Anti-IA2 antibody positive 


ae Ce X 
pet ee MS) 
[p xxn c 
è | e | e | 
[n sped nu 
pun 
Ro Ee rl 
w—— Inu ect 
ae Ye ee 
e |e: | | 
ARAA 
HT reg ud 
PERENNE DNE UNE LK 
CENE a E E 
Oo o a E 
ZEE NAR HE 
p-— uu E 
boo i ONE MEN 
NENNEN EY 
Ef H 9] 
Oo a s | 
umen NEUE op 
p-— ee ee 
a ae MEA! 
[p c gre s 


—- hk =o o Oo = - - W = = a NY 2 M 


Anti-insulin antibody increased 
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* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 986 


Pfizer, Confidential 


Page 167 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 
Preferred Term hr AE 
Anti-insulin antibody positive 1 
Anti-islet cell antibody positive 3 
Anti Kell antibody test positive 1 a haa ie— 0 
C Anti-melanoma differentiation-associated protein 5 antibody | 3 ae eee EE Ee 
= Antimicrobial susceptibility test resistant 1 1 oa ooo es ee ee, 
9 Antimitochondrial antibody positive 3 i = — ll a J a a ee 
N Anti-Muellerian hormone level decreased 9 oa | oa an f 
EE Anti-myelin-associated glycoprotein antibodies positive 3 | .8- Lb. bo Lo X 
S Anti-neuronal antibody positive 1 m a SS a ee 
= Antineutrophil cytoplasmic antibody 1 ge a ee eee b 3 
L Antineutrophil cytoplasmic antibody decreased 1 Ooo ee a ee ee 
e Antineutrophil cytoplasmic antibody increased 16 [ue | 5 Sep gb: 
5 Antineutrophil cytoplasmic antibody positive 21 io |J oa | sa Joo fo 
3 Antinuclear antibody increased 50 LE oaz 3: i S 
a Antinuclear antibody negative 1 im c--]puc4l--b oto W- — 
Ed Antinuclear antibody positive 131 | 39 | $2 | | | | | 
D Antiphospholipid antibodies positive 26 oa | e |a Jo fo | 
Z Antipieteletantibody postive —— 5 a HE a HT 
B Anti-platelet factor 4 antibody negative 1 IE dudo i; ——— ei al 
8 Anti-platelet factor 4 antibody positive 3 ae a een ee ee eee 
2 Anti-polyethylene glycol antibody present 1 ee T D HD TE 
= canines antibody positive . 1 an ae a. a | 3 
Antipsychotic drug level below therapeutic 1 a uL e O 
3 
So 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Total # of 
Preferred Term Spontaneous AE 
Antipsychotic drug level increased 4 


Anti-saccharomyces cerevisiae antibody test positive 


1 
Anti-SRP antibody positive 2 
Antithrombin IIl decreased 3 

1 


Antithrombin III increased 


— 
- 
z 
9 Anti-thyroid antibody 10 
N Anti-thyroid antibody decreased 1 
e Anti-thyroid antibody increased 41 
ANI Anti-thyroid antibody positive 32 
S Anti-zinc transporter 8 antibody positive 2 
U 
= Antral follicle count low 2 
<L Aortic bruit 5 
o 
- Apgar score abnormal 1 
5 Apgar score low 2 
9 Apnoea test abnormal 1 
3 Apolipoprotein B increased 1 
& Arteriogram abnormal 1 
[es x 
< Arteriogram coronary normal 1 
m Aspartate aminotransferase 1 
3 Aspartate aminotransferase abnormal 14 
[un 
Q Aspartate aminotransferase decreased 3 
«C Aspartate aminotransferase increased 395 
=Z 
B Aspergillus test positive 3 
8 Aspiration bone marrow 1 
2 Aspiration joint 3 
o 
YT AST/ALT ratio abnormal 4 
ES Asymmetric di-methylarginine increased 1 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 988 


Pfizer, Confidential 


Page 169 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 


Total # of 


Preferred Term Spontaneous AE 


oO 


Atrial pressure increased 
Audiogram abnormal 
Auscultation 
Autoantibody negative 
Autoantibody positive 
Autoantibody test 
Bacillus test positive 


Bacterial test 


2-0 nw Q@aa om 
EN 


Bacterial test negative 


A 
= 


Bacterial test positive 

Balance test 

Band neutrophil count decreased 
Band neutrophil count increased 
Band neutrophil percentage increased 
Bartonella test positive 

Base excess abnormal 

Base excess decreased 

Base excess increased 


Basophil count abnormal 


Oo wow warp M WN |= = 


Basophil count decreased 


Basophil count increased 27 


Basophil percentage decreased 


aaa 
[ae 
E CN 
ERE 
BW 
E e 
NC 
NE 
EE MN 
RES 
MI | 
BEN 
NIME 
| 2 | 


Basophil percentage increased 


1 
2 
Bence Jones protein urine present 1 
Beta-2 glycoprotein antibody positive 7 

1 


Beta 2 microglobulin abnormal 


Beta 2 microglobulin increased 10 
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System Organ Class 

Preferred Tem eù AE 

Beta 2 microglobulin urine increased 1 

Beta globulin 1 

Beta globulin abnormal 1 
C Beta globulin decreased 2 
= Beta globulin increased 5 
9 Bile output 1 
N Bile output abnormal 3 
Ez Bile output increased 2 
ANI Bilirubin conjugated 2 
S Bilirubin conjugated increased 17 
o Bilirubin urine present 4 
7 iios 2 
- Biopsy bone 1 
5 Biopsy bone marrow abnormal 2 
9 Biopsy breast 2 
3 Biopsy breast abnormal 2 
a Biopsy endometrium 1 
< Biopsy heart 1 
b: Biopsy heart abnormal 1 
5 Biopsy intestine abnormal 1 
a Biopsy kidney abnormal 1 
«C Biopsy lymph gland 4 
E Biopsy lymph gland normal 1 
8 Biopsy muscle abnormal 1 
2 Biopsy peripheral nerve 1 
e Biopsy skin abnormal 1 
Z Blast cell count increased 2 
o 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Blast cells 1 

Blast cells present 1 
N Blood 1,25-dihydroxycholecalciferol increased 1 [vus s] hm di- -b x 
e Blood 25-hydroxycholecalciferol decreased 5 tal Ed d: o 
Z Blood akan phosphatase 2 Eu 34 
"Oo x 

Blood alkaline phosphatase d d 16 2 a | | 
2 Blood alkaline phosphatase increased 141 | o8 | | | | | 

Blood aluminium increased 1 1 EE 
Ss crees E MM DENKE 
o duque | p) ee ie ST 
o Blood antidiuretic hormone abnormal 1 Ea ees (ees | (es 
2 Blood antidiuretic hormone increased 1 mam Sn in e 
- Blood beta-D-glucan positive 1 an a ee A e 
N 
= 
e 
Q 
eo 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Investigations 


Preferred Term 


Blood bicarbonate increased 
Blood bilirubin abnormal 

Blood bilirubin decreased 

Blood bilirubin increased 

Blood bilirubin unconjugated increased 
Blood caffeine decreased 

Blood calcium abnormal 

Blood calcium decreased 

Blood calcium increased 

Blood catecholamines increased 
Blood chloride decreased 

Blood chloride increased 

Blood cholesterol 

Blood cholesterol abnormal 
Blood cholesterol decreased 
Blood cholesterol increased 
Blood cholinesterase decreased 
Blood cholinesterase increased 
Blood chromium decreased 
Blood chromium increased 
Blood chromogranin A increased 
Blood copper 

Blood copper increased 

Blood corticotrophin 

Blood corticotrophin decreased 
Blood creatine abnormal 


Blood creatine decreased 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Blood creatine increased 48 

Blood creatine phosphokinase 4 

Blood creatine phosphokinase abnormal 12 ips cay, d 
C Blood creatine phosphokinase decreased 31 ETXM 
= Blood creatine phosphokinase increased 632 | srt | | 21 | | 1 | 
N Blood creatine phosphokinase MB abnormal 1 - cul NEEDED! 
Ez Blood creatine phosphokinase MB decreased 1 a NENEE a ERE? 
A | inase MB i How og 
QI Blood creatine phosphokinase MB increased 115 | 66 | Ea 
S Blood creatine phosphokinase MM increased 2 ERIN a ee 7x 

U 

O 3 : 
< Blood erythropoietin decreased 1 INVE jur | Aes) 
OH | H 

Blood fibri d d 23 ay 
Z Bloodfolate decreased 36 Ee O» o 
=Z 
D Blood follicle stimulating hormone abnormal NEN 9 qe e 
2 Blood follicle stimulating hormone increased 27 Ea = ae uz 
o 
w Blood gases abnormal 8 Ea uu | e 
Blood gases normal 1 NEN ppp 3 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Tem Spontaneous AE 
Blood glucagon abnormal 2 
Blood glucagon decreased 1 
Blood glucagon increased 3 
~ Blood glucose 4 
E g 
= Blood glucose abnormal 157 
9 Blood glucose decreased 356 
N Blood glucose fluctuation 150 NEC 
Ez Blood glucose increased 1296 | 890 | 
N 
QI Blood glucose normal 4 ooa 
S Blood gonadotrophin increased 1 EEG 
CH 
5 Blood growth hormone 1 i A + 
7 Blood growth hormone abnormal 2 
- Blood growth hormone decreased 3 
5 Blood growth hormone normal 2 
E Blood HIV RNA increased 1 Ie 3] 
> Blood homocysteine decreased 1 
2 y [4 
a Blood homocysteine increased 15 
E Blood immunoglobulin A 1 EEG 
OH H H 
D Blood immunoglobulin A abnormal 1 oa 
Blood i lobulin A d d 4 3 
o ood immunoglobulin A decrease! Ea 
2 Blood immunoglobulin A increased 22 | 18 | 
Blood immunoglobulin E 2 DEN 
D ; : : 
2 Blood immunoglobulin E abnormal 1 mu 
o Blood immunoglobulin E decreased 1 BEGH 
2 Blood immunoglobulin E increased 80 
o 
m Blood immunoglobulin G 2 
> 9 BENE ERRERI 
Es Blood immunoglobulin G abnormal 2 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Blood immunoglobulin G decreased 23 

Blood immunoglobulin G increased 47 

Blood immunoglobulin M abnormal 1 HEEL i ET 
C Blood immunoglobulin M decreased 14 nala 
= Blood immunoglobulin M increased 18 a | a || 
© Bloodinsulin 2 = a aa 
N Blood insulin abnormal 3 | 53s — 4 mz 
G Blood insulin decreased 2 a a 3] EN 
A Blood insulin increased 4 IE v | 4 i fel 
= Blood iron abnormal 8 a | a eo, 
<L Blood iron decreased 165 aa | | 46 102 | 5 | 
2 Blood iron increased 32 al u | æ | E 
9 Blood ketone body increased 10 a | 3 | 4 | ital 
3 Blood ketone body present 2 a foo EUN ha 
a Blood lactate dehydrogenase abnormal [| €. | 2 | 5 ] PED 
< Blood lactate dehydrogenase decreased 9 a | 2 | 6e | P| 
9 Blood one ict increased 274 167 it) 
© Blood lactic acid 13 a | 3 | ^W | aay 
Q Blood lactic acid abnormal 4 2j Eo j 
Z aaron , ae ee Oe rn 

[o3 [| o9 | 3 | J | 

d wae [-——--—-34 eT 
o 
2 Blood luteinising hormone abnormal 6 [-——— [3 e up 23 
w Blood luteinising hormone decreased 6 i) 2 NEP ERE a fo e 
N Blood Vos hormone increased 8 a | 2 | 5] f | 
NM 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Blood magnesium abnormal 1 

Blood magnesium decreased 27 

Blood magnesium increased 3 
C Blood methaemoglobin present 2 
= Blood oestrogen 2 
9 Blood oestrogen abnormal 7 4 
N Blood oestrogen decreased 19 
Ez Blood oestrogen increased 24 | 08 | 
N " 
QI Blood osmolarity decreased 7 BE 
S Blood osmolarity increased 3 

oO : 

5 Blood parathyroid hormone abnormal 2 n 
7 Blood parathyroid hormone decreased 2 
- Blood parathyroid hormone increased 11 
9 Blood pH abnormal 6 HEN 

> Blood pH decreased 7 

5 | E VEI 

S Blood pH increased 21 a | 
< Blood phosphorus 1 NEN 
m Blood phosphorus abnormal 1 EE 

ó Blood phosphorus decreased 25 

[un 

Q x 

Q Blood phosphorus increased 14 
< Blood potassium abnormal 12 DEN 
= 
= Blood potassium decreased 195 112 
LO . : 

o Blood potassium increased 75 ELEM 
e Blood pressure abnormal 767 
o 
v Blood pressure ambulatory abnormal 5 3 

> y Eg Ud. 
E Blood pressure ambulatory decreased 1 
— 

e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Blood pressure ambulatory increased 17 

Blood pressure decreased 3695 

Blood pressure diastolic 2 [em] 
C Blood pressure diastolic abnormal 2 Ea 
= Blood pressure diastolic decreased 148 |: 4845 Cp se | a J oa ] 
o Blood pressure diastolic increased 161 EE no | 3a | 4 | 
N Blood pressure difference of extremities 2 mo a e ee 
O 

Blood pressure measurement 63 nm M | 
3 p | 45 EN 
Q 
Z Blood pressure systolic decreased 108 pi cor | sJ J o. ti 
m Blood pressure systolic increased 550 EJ 
D Blood pressure systolic inspiratory decreased 1 EET PN EET ERE ERI 
Z Blood prolactin 3 ea ey a | ee 

Blood prolactin increased 26 22 al 
S Ranga [4 | | | L 
o 
Y Blood sodium decreased 128 |. 5 [| 8 | 7 | an | 3 |] 
Blood sodium increased 18 T us co e | HE 
N 
= 
e 
Q 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Blood test 10 

Blood test abnormal 231 

Blood test normal 2 LES 
C Blood testosterone abnormal 1 Hei n 
O ee : 
5 Blood thyroid stimulating hormone abnormal 23 Ea a ee) 3 
7 Blood thyroid stimulating hormone decreased 112 aa Ee ae eee 
a Blood thyroid stimulating hormone increased 258 | et | PT 
6 Blood thyroid stimulating hormone normal 1 > NEG o a 
Q 
« Blood urea 1 D Eae o 
ge] 
S oae. 148 i o 

Blood urea nitrogen/creatinine ratio decreased ERN DEO S 
TS n S man H H 
E Blood urea nitrogen/creatinine ratio increased 4 in mm BE ee S l 
o 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Blood urine 75 
Blood urine present 499 
Blood viscosity abnormal 4 Ea 
= Blood viscosity increased 15 Ooa u 
O aand zinc abnormal 1 e 
N Blood zinc decreased 8 d-— 
Ez B-lymphocyte count abnormal 2 D 
N S 
S B-lymphocyte count decreased 8 a | 
B-lymphocyte count increased 2 
Ñ man = | 
5 Body height abnormal 1 NEED 
3 Body height decreased 58 a | 
- Body mass index 1 za 
5 Body mass index abnormal 2 Ei 
9 Body mass index increased 9 NEED 
3 Body temperature 260 | 68 | 
a Body temperature abnormal 738 
« Body temperature decreased 686 | 059 | 
m Body temperature fluctuation 379 120 
ó Body temperature increased 13528 
[un 
Q Body temperature normal 6 
< Bone density abnormal 2 
= 
= Bone density decreased 5 
8 Bone density increased 1 
e Bone marrow myelogram abnormal 2 
o 
y Borrelia test positive 17 
L Brachial pulse decreased 4 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Brachial pulse increased 3 

Brain natriuretic peptide 1 

Brain natriuretic peptide abnormal 6 E IM 
(C Bia natriuretic peptide decreased | ER EX ea ae E 
= Brain natriuretic peptide increased 139 on | a | 
C Breast scan 1 ae i es 
N 
Z Brucella test positive 1 I T MEE MERE 
< Capillary nail refill test abnormal 16 7 | 2 | oè | 

il ilitvi 

2 Carbohydrate antigen 125 increased 13 3 | 2 | 0 | 

Carbohydrate antigen 15-3 increased 2 1 
= yee antigen 15-91 p2 | 1| e| 
E Carbohydrate antigen 19-9 increased 4 o2 | J 2 | 
o 
Y Carbon dioxide increased 11 3 
E | |ss- quo d cwn o WE ee 
M Carboxyhaemoglobin decreased 1 Ho d dus - — 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 
Preferred Term Spontaneous AE 
Carboxyhaemoglobin increased 3 
Carcinoembryonic antigen increased 19 
Cardiac clearance 1 [jp — = d ip = + I 
C Cardiac function test abnormal 7 Ea 
A | HE 2] ESI 
S pese 2 TED REC BE E Po tl 
Cardiac output decreased 12 NECEN 2 NI 
S lac outp NE XN NC m ce 
o 
> Cardiopulmonary exercise test abnormal 2 Ea Lao a) D 
o NN 
Z Cardiovascular function test abnormal EC UE eae pru 3n S 
2 TM "E , 
D arotid intima-media thickness increase ES NEED pum 
B we e "Ls s ed o 
Carotid pulse abnormal 3 in > 3 i all 
= Hs I d [s ere x] fi} ai 
E Carotid pulse decreased 1 HEEL 
o Carotid pulse increased 1 es a 
ea Catecholamines urine increased 1 E - die - 14 
(o>) 
v Catheterisation cardiac 8 | 4 | 
C atheterisation cardiac abnormal 
= 
e 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term Spontaneous AE 


N 


CD19 lymphocytes decreased 

CD19 lymphocytes increased 
CD4/CD8 ratio decreased 

CD4/CD8 ratio increased 

CD4 lymphocyte percentage increased 
CD4 lymphocytes decreased 

CD4 lymphocytes increased 

CD8 lymphocyte percentage decreased 
CD8 lymphocytes decreased 

CD8 lymphocytes increased 

Cell marker decreased 

Cell marker increased 

Cells in urine 

Central venous pressure abnormal 
Ceruloplasmin decreased 
Ceruloplasmin increased 

Chemokine increased 

Chest expansion decreased 

Chest scan 

Chest X-ray 


N — Q Na ND NY NY | a NO a NO fF A =| = 


Chest X-ray abnormal 42 
Chest X-ray normal 
Chlamydia test positive 


Chromosome analysis abnormal 


Clostridium test positive 


4 
5 
1 
Circulating anticoagulant positive 2 
5 
3 


Clot retraction 
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* |-Intervel, C=Cumulative 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 1002 


Pfizer, Confidential 


Page 183 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 
Total # of 
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Clot retraction abnormal 1 
Coagulation factor decreased 1 
Coagulation factor increased 8 
E Coagulation factor VIII level abnormal 1 | —— | 
5 Coagulation factor VIII level decreased 4 2 vec d y 
— Coagulation factor VIII level increased 8 a — ee 
N Coagulation factor VII level decreased 1 mn a 
G Coagulation factor VII level increased 1 sd 3 
A | DN 
EN Coagulation factor V level abnormal 2 BEN fl 
Coagulation factor V level decreased 1 fe ail 
S g xr es 
= Coagulation factor XIII level decreased 2 E ach po 
> Coagulation time shortened 9 i= 24] 
Q B EE HN EE 
Z cold agglutinins postive H HET S 
E H 
p. "punta 3 L 
Col bnormal 2 2 | 
Sesame: =a esi 
2 Colonoscopy normal 1 PAL e RE 
Coma scale 2 DEUS 
= NR DEN 
2. eee 58 [sem 
Q Coma scale normal 1 Ooo o S 
2 Complement factor abnormal 1 EBENEN TE 
o 
v Complement factor C1 increased 1 Eo: c — 4 
N Complement factor C3 decreased 7 Id pc 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of _ s | n | 

Preferred Term Spontaneous AE € ed * CE 
N r 
I 
do : 
— Computerised tomogram normal 1 -A a de os. lI. — :j 
È Coombs drecttest poste sc Wee] meg T HS 
[n 
Q N 
Z ceronavinsiet negative ee eae E 
= 
3 i Ca] | 2 L 
B Cortisol abnormal 6 0 | 1 [2 | 5 | E 
S Cortisol decreased so [2 | 9 | 4 [| 9 | | | 
o 
=< 
[e] 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of I uc ltl n 

Preferred Term Spontaneous AE : vu Sea 
o C-reactive protein increased 2409 | 3592 | 2 [| 5 | 
N c ; 
Ee. TE Pe qp owe |e (Oe x 
C^ Creatine urine increased 2- qc—— qn OOO Ea n m 
N ini [- 5] p SI 
QI Creatinine renal clearance abnormal 2 a n ITS 
O X R 
© Creatinine renal clearance increased 27 M deme qae queso o co o i] 
Z Creatinine urine decreased Bt Ne ie T E T E TT E 
v^ Creatinine urine increased E uL ee o 
& — Cryoglobulins present Ve a 3 4 
y ga urine 2. ecc [E eee Cm SM ae (| E 
> Crystal urine present MEM pU ee ie al 
& CSF cell count abnormal x BE (ae) o NC HE 
Z CSF cell count decreased b a2. Ai 
E i | o | | | EO 
2 CSF glucose decreased so qug pe J t F bo 4 

CSF glucose increased 1 T tI) —— 9] ES 
S g E C Oo 
Q CSF immunoglobulin increased n tm H = at NS 
G | | o£ oj [is] peg] 
B CSF lymphocyte count abnorma ic eea e e 
(o>) 
N 
re 
eo 
(o>) 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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CSF mononuclear cell count increased 1 

CSF myelin basic protein increased 4 

CSF neutrophil count positive 1 mz 
= CSF oligoclonal band present 20 ED l 
o CSF polymorphonuclear cell count increased 2 | "x | 
EE CSF pressure abnormal 2 2 — e] 
S CSF pressure increased 9 o 1: ——1 
3 CSF protein abnormal 2 2 We o e] 
ds CSF protein decreased 2 © | 2 |] 
ô CSF protein increased 109 w | | | 
9 CSF red blood cell count positive 6 e pel 1] 
a CSF virus identified 1 NE ER 
« CSF volume decreased 2 DE XE ha 
"Oo H 
D CSF volume increased 3 ae BEEN 

CSF white blood cell t i d 5 
q white blood cell count increase | cent 7.7 
B rene IEEE ey 

Culture positive 2 1 
E: : IEEE S 
E Culture throat positive 1 BENE DEMENS 
LO " ngs 
o Culture urine positive 6 | AT d 
o 
Es Cyst aspiration abnormal 1 | w- dn —— 
= 
e 
[92] 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term 
Cystatin C increased 3 
Cystoscopy 

Cytogenetic analysis abnormal 


Cytokine abnormal 


1 
1 
2 

Cytokine increased 4 

Cytokine test 1 

Cytology abnormal 3 

Cytomegalovirus test positive 30 

Dehydroepiandrosterone increased 

Dengue virus test positive 

Dermatologic examination abnormal 

Differential white blood cell count 

Differential white blood cell count abnormal 

Diffusion-weighted brain MRI abnormal 

Digestive enzyme abnormal 

Digestive enzyme decreased 

Disability assessment scale score increased 

DNA antibody positive 

Double stranded DNA antibody positive 

Drug clearance increased 

Drug level above therapeutic 

Drug level decreased 

Drug level fluctuating 

Drug level increased 

Drug screen positive 


Drug specific antibody 


N = A O = O a a N a a N O OQO O MM DD = 


Drug specific antibody absent 


090177e19b0e6be1\Approved\Approved On: 19-Aug-2022 10:22 (GMT) 
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Preferred Term E nehm cS un | © T | 

Drug specific antibody present [o opo | op P  [ * | 

Ear, nose and throat examination abnormal 4 | qoe "eb ue pz2- 33-23 

Eastern Cooperative Oncology Group performance status w 2 HEB ie eee Ee ee PENES 
> ECG P wave inverted H ee T hs der HT 
= ECG signs of myocardial ischaemia rf E a a (AR (A ec | 
C) Echocardiogram 3 [o [| t e P z J| | 
N Echocardiogram abnormal z y 2 |“ eļļa | | 
C Echocardiogram normal Oo onon s d xq og: 
9 Election ration TEA ee ee NET HE 
Qi Ejection fraction abnormal w-. qesume quss xp oí 
©) Ejection fraction decreased s3 | s | s | a f s f ai foa 
T Etectrocardiogram s [| t1] 2 | 3 | 4 | | | 
2 Electrocardiogram abnormal 664 | e — | 205 | = e 
B ^ Electrocardiogram ambulatory 4 qp—r0r- gnis vec pe c3 
Ty Electrocardiogram ambulatory abnormal 5. quere pe cde Pen c - Hp 7 cul 
B Electroariogram change 3 [oe | 2 tos tow |] 
S. Electocardiogram J wave abnormal ee Can a a E d 
Z Electrocardiogram J wave increased i? We E HE de Woo capo 
TB ^ Electocardiogram low voltage B. MEE (ae a (ee ee gp uj 
D  Electrocardiogram normal B3 j n (SC | | | 
Z Electrocerdiogram PR prolongation t Ea es aa da — dp o — 
Z Electocardiogram PR segment depression a yan ft 2 ies fz] | | 
= Electrocardiogram PR segment elevation 2 es il ees Ns O uve | so 
Œ  Electrocardiogram PR shortened Hm. quusqpowe qu. wq sp qno 
fd  Electrocardiogram P wave abnormal 2. qe == ie THH ee p 
S  Electrocardiogram QRS complex Poe uera | H 
Electrocardiogram QRS complex abnormal 5 p2 | 3 |J a f 2 | J s] 
3 
o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 1008 


Pfizer, Confidential 


Page 189 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 
Total # of 
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Electrocardiogram QRS complex prolonged 14 
Electrocardiogram QRS complex shortened 22 
Electrocardiogram QT interval EE 

C Electrocardiogram QT interval abnormal 3 | ——— «| 
e Electrocardiogram repolarisation abnormality 51 NE E ERR 

oO : 

5 Electrocardiogram ST segment abnormal 27 0 
S Electrocardiogram ST segment depression 74 a eae 
uds Electrocardiogram ST segment elevation 395 | 395 | EMEN 
3 Electrocardiogram ST-T segment abnormal 9 | og | mE |) DESSEN 
a Electrocardiogram ST-T segment depression 2 | 7L. d. — 
< Electrocardiogram ST-T segment elevation 4 NE ie CARS uj 
OH x 
D  Electrocardiogram T wave alternans 1 E TH H si 
Q " " 

2 Electrocardiogram T wave amplitude decreased REED ces nn — f 
Electrocardiogram T wave amplitude increased 3 3 DEUS 

2 og ampli EE EI L L 

EEE 89 | 89 es (ee E 7 

R  Electrocardiogram T wave peaked 4 ee ee ee 
© Electroencephalogram abnormal 26 ELM PRINS CERE 
o 
- Electromyogram abnormal a | lc al D: — 
N 
pau 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term S Total G cu T : | cc. . 
pontaneous AE : oo 2 LCL _ 

Electrophoresis protein abnormal s | j| [ tf | 8 | ^ jJ | 

Emergency care examination * d. Na es a a = cp — :w 

Endocrine test abnormal íi c quld o-.qesod[-u-e 1-0 
(C Endoscopy upper gastrointestinal tract Ai ee H dicet i 
Z Enterobacter test positive fe E a ESE i 
C) Enterococcus test postive i! ge o ao o A 
2 Enterovirus test positive ee C CA cquo 4o weno oo 
C Enzyme activity increased pogqlo-q o gps 4: 3 
N Enzyme level abnormal S ue H (CO (PE (a 
Q Enzyme level increased B exe qos | EE 
Eosinophil count 2 Poa qe S 3j 
T Eosinophil count abnormal a EA H (| o 
S Eosinophil count decreased w E- peg ol 
5 Eosinophil countincreased 15 | sł [| TTT 
a Eosinophil percentage abnormal ae Cea (RE) Cee (aD (| E 
Š Eosinophil percentage decreased $e JE a Is Sef f 
S Eosinophil percentage increased 0 foa f ea y i7 Jj —| 
Z Epinephrine abnormal eee Smee (ec Val (ime ae (ae) HS 
G Epinephrine decreased a a (Re el (Siemens [ee | RO! 
CL Epstein-Barr virus antibody 2 ee a e eee i 
Z Epstein-Barr virus antibody positive m | [Joe fc rA | 
Y) Epstein-Barr virus antigen positive 4 p] ot e S Sè: f T | 
‘2 Epstein-Barr virus test positive xe aeos: ose cu | E 
S — Erythroblast count abnormal i qe do eq -52p- o dr oc 
S  Evthroblast count increased OT D H HO T UT (| 
C Escherichia test positive je. qoem H TH H T HT y 
3 
o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Exercise electrocardiogram 1 

Exercise electrocardiogram abnormal 7 

Exercise electrocardiogram normal 1 
C Face and mouth X-ray 1 
= Faecal calprotectin 1 Gu HR: 
o Faecal calprotectin decreased 2 IEEE cae 
N Faecal calprotectin increased 27 ooo -9)— 
e c 
= Faecal fat increased 2 D. wq 5 
A L 
S Faecal volume decreased 4 RENE 

Faecal volume increased 11 ENT 
5 False negative investigation result 1 ooo ee 
< False negative pregnancy test 3 

U 

o 
- False positive investigation result 11 an I. 
5 False positive tuberculosis test 1 hn HE 
9 Female sex hormone level 2 DEBERET ERR 
> Female sex hormone level abnormal 5 EXE HA 
S 
Z FEVI/FVC ralio decreased 1 E cae 
$ rpo ERNST 

Fibrin ab | 2 l 
B nnu pum 
B puo 2 e o a 

Fibrin D dimer decreased 10 eoo 
= L 
B Fibrin D dimer increased 1973 
Q  FibrinDdi L 
2 Fibrin degradation products increased 20 ENCARTA 
o 
= Fibrin increased 1 Ee Cy EA E 
N Fibrinogen degradation products increased 2 nl 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term aia AE 

Fibrinolysis 2 

Fibrinolysis abnormal 1 

Fibrinolysis increased 2 
C Fibroblast growth factor 23 1 
= Fibroblast growth factor 23 increased 1 
9 Foetal heart rate abnormal 45 
N Foetal heart rate decreased 9 
g Foetal heart rate increased 2 
N Foetal monitoring 1 
Q Foetal monitoring abnormal 2 
o Foetal non-stress test 1 
L Foetal non-stress test abnormal 1 
e Forced expiratory flow 1 
5 Forced expiratory flow decreased 1 
g Forced expiratory volume abnormal 1 
3 Forced expiratory volume decreased 1 
a Forced expiratory volume increased 3 
< Forced vital capacity decreased 1 
b: Foveal reflex abnormal 1 
ó Fractional exhaled nitric oxide abnormal 1 
a Fractional exhaled nitric oxide normal 1 
< Free prostate-specific antigen increased 1 
Y Free thyroxine index decreased 1 
8 Full blood count 5 
2 Full blood count abnormal 116 
= Full blood count decreased 14 
ES Full blood count increased 7 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Full blood count normal 4 
Functional residual capacity decreased 4 
Fungal test positive 9 IEEE 
C Gamma-glutamyltransferase 1 I, — —] 
= Gamma-glutamyltransferase abnormal 11 GEEK RR, 
9 Gamma-glutamyltransferase decreased 9 n IU as 
N Gamma-glutamyltransferase increased 312 | 58 | Eo ia 
= GastricpH 1 RENE |] | 
A | [9 | DN 
A Gastric pH decreased 29 B 
Gastrointestinal scan 1 M | 
5 Gastrointestinal stoma output increased 1 h- We 
- General physical condition abnormal 108 PT 
5 General physical condition normal 1 P= al i i 
> Globulins increased 6 |: 3 a 
9 aM El 
S Glomerular filtration rate abnormal 6 Hex NEN FEE 
< Glomerular filtration rate decreased 172 112 ile NS 
E tration rate i | 3 | DENEN 
D Glomerular filtration rate increased 14 3 NEN 
Glucocorticoids abnormal i — 1 
Baleares NEU BER 
2 Glucose tolerance increased seco c d 
Glucose tolerance test abnormal 1 i? ——= 9] DEUS 
= | CENE DE 
o 
Y Glutathione s-transferase decreased 1 EDS MEMR EE MERERI 
Z Gycolreis increased 1 [pp 
N 
N- 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Glycosylated haemoglobin abnormal 4 

Glycosylated haemoglobin decreased 2 

Glycosylated haemoglobin increased 124 a | a | 
C Gram stain positive 1 mE ee ees 
N Granulocyte percentage decreased 1 Oo 4e ab edo -M 7 
Ez Granulocyte percentage increased 1 | d ee at b 4 3 
o Grip strength decreased 419 |: c qoom | ai c 
6 Gynaecological examination normal 2 Oooo ee amen) mE 3 O 
Z Haematology test abnormal eq per ie 
Z Haemoglobin distribution width increased 1 EE a EE CE a NEED 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 

Preferred Tem Spontaneous AE 

Head circumference abnormal 2 

Head lag 10 

Heart rate 234 
C Heart rate abnormal 673 
= Heart rate decreased 1333 | 62 | 185 | 
9 Heart rate increased 11499 
N Heart rate irregular 1985 
e Heart rate variability decreased 11 cx | 4 i 

Heart rate variability increased 16 
3 y p e pecie ] 
C) Dean sounds 7 a H zen 
7 Heart sounds abnormal 47 æ | & NM 
- Heavy metal abnormal 1 Wal] 
5 Heavy metal increased 1 ooo f —= al 
9 Helicobacter test 1 a f 
> Helicobacter test positive 9 a | n 
o T i » 
S Heparin-induced thrombocytopenia test positive 5 Im ae 
Z Hepatic enzyme a HRS 
OH H 
D Hepatic enzyme abnormal 59 | 2 | n | 

Hepati d d 2 2 
2 Hepatic enzyme increased 366 | 16 | æ | 

Hepatitis A antibody abnormal 1 E= e o 
D : - S Ñ P 
B8 Hepatitis A antibody positive 4 IEEE eae 
8 Hepatitis A virus test positive 2 i teen 
2 Hepatitis B antibody abnormal 1 [j- 73. file — 
- Hepatitis B antibody negative 1 nn ie ee ee o a — 2 
N Hepatitis B antibody positive 2 How i 
N 
= 
e 
Q 
Lae) 


* |-Intervel, C=Cumulative 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Tem Spontaneous AE 
Hepatitis B core antibody positive 1 
Hepatitis B surface antibody positive 5 
Hepatitis B surface antigen positive 1 

C Hepatitis B test negative 1 

= Hepatitis B virus test positive 1 

9 Hepatitis C antibody positive 1 

N Hepatitis C virus test positive 2 

G Herpes simplex test positive 16 

N " 

N Herpes virus test 1 
S High density lipoprotein 1 
E High density lipoprotein abnormal 2 
7 High density lipoprotein decreased 39 
- High density lipoprotein increased 20 
5 Histamine abnormal 10 
5 Histamine level increased 20 
2 Histone antibody positive 1 
a HIV antibody 1 
< HIV antibody positive 6 
b: HIV antigen positive 1 
ê UV est 1 

[un 

Q HIV test false positive 7 
< HIV test negative 1 
= 

= HIV test positive 7 
8 HLA-B*27 positive 6 
e Homans' sign 1 
o us Pe 

S Homans' sign positive 4 
ES Hoover's sign of leg paresis 1 
= 

e 

o 

e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term Spontaneous AE 

Hormone level abnormal 713 

Human chorionic gonadotropin abnormal 1 

Human chorionic gonadotropin decreased 4 
C Human chorionic gonadotropin increased 6 Ea 
= Human chorionic gonadotropin positive 2 2 | d. .j 
9 Human epidermal growth factor receptor decreased 3 oa aE a 
N Human epidermal growth factor receptor increased 2 2 Joo a 
G Human herpes virus 6 serology positive 1 E ud o b 
N Human metapneumovirus test positive 1 DEB DES HERE! 
S Human papilloma virus test negative 1 le dux — bi 
= Human papilloma virus test positive 4 oa a po 3 
7 Human rhinovirus test positive 2 2 DEN eee 
> Imaging procedure abnormal 2 a 
2 L ow 
« Immature granulocyte count increased 6 s l 
E | RENT 
S Immunogobulins 1 L ERE 

l lobulins abnormal 4 a l 
6 mmunoglobulins abnorma NE pum 
2 Immunoglobulins decreased 3 peu co br cod 

Immunoglobulins increased 19 14 NEUE 1 
= o | 4 Ei seo 
p. eden 5 [geri 
Immunology test abnormal 10 [p e po c 
S Immunosuppressant drug level decreased 1 Eai i i 
v Inflammation scan 1 REED BEES e 
N Inflammatory marker decreased 3 is Joo fo 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Investigations 


Total # of 
Preferred Term Spontaneous AE 
Inflammatory marker increased 320 
Inflammatory marker test 1 
Influenza A virus test positive 2 Doe 
E Influenza B virus test positive 1 I ——3à NH 
S | S] 
e Insulin tolerance test abnormal 1 ee esl n HENE 
Intelligence test 1 PEREAT 
S g | EUN Hr Goo 

3 International normalised ratio abnormal 33 mall 

a International normalised ratio decreased 87 E NENNEN EEG 
< International normalised ratio fluctuation 25 HE |005 | | — | 
3 i ised ratioi | vs | o | 

© International normalised ratio increased 252 

Intestinal transit time abnormal 3 d 

q ntestinal transit time abnormal NEU Fi 

2 Intestinal transit time decreased 4 4 
Intestinal transit time increased 1 DEUS 

= Le as Pi ail 

2 Intra-abdominal pressure increased 1 BEI ee ERES 

3 | pex] 

o Intraocular pressure increased 146 | 89 | Hg 
2 Intraocular pressure test 14 ee E 
(o>) 

v Intraocular pressure test abnormal 18 Oon | 3 ooo a 
N 
= 
e 
(o>) 
C3 
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Investigation abnormal 11 

lodine uptake decreased 3 

lodine uptake increased 1 
C Iron binding capacity total abnormal 2 n 
= Iron binding capacity total decreased 1 L -u-udr 4d 7 
9 Iron binding capacity total increased 1 kL 
N Iron binding capacity unsaturated increased 2 2 Jooo a 
G Joint position sense decreased 1 ee a e 
0) 
6 Lactate dehydrogenase urine increased 1 MEME NEN LER? 
9 Lactobacillus test positive 1 HE ND EE LER! 
D Laparoscopy abnormal fe AT al 
Z Lasogue's test positive 2 ae HET S 
E NN 
S LE cells present 2 | 2 | ERE 
S Left ventricular end-diastolic pressure increased 5 2 l 
B. a 2 ie o 

Leucine aminopeptidase increased 3 3 DEUS 
= pep | H INN 
2 Leukocyte alkaline phosphatase increased 1 aaa ee l 
QQ Light chain analysis abnormal 1 C E H 
2 Light chain analysis increased 9 esae Jooo foo 
o 
= Limb girth decreased 2 hu vr m 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Lipase abnormal 4 

Lipase decreased 6 
EE Lipoprotein (a) increased ae an 
Q Upoprotein i [n 
QI Lipoprotein increased D 
S Listeria test positive Eo ——3 
= Liver function test 1 ooo f 
7 Liver function test abnormal 283 | mau | 7 | 
- Liver function test decreased 7 2 | 2 | 5 | 
5 Liver function test increased 192 el 5 | 15 | 
9 Liver-kidney microsomal antibody positive 1 ee ee - 5 
> Liver scan 1 EE 
p. EE Dam" 
S.  Lierscan abnormal 1 a o o 
Z Lou density lipoprotein 1 IDEE ENS DRIN 
3 ity lipoprotei as 
D Low density lipoprotein abnormal 4 n 1 a | 
ó Low density lipoprotein decreased 6 NEUE EET 
[n 
Q Low density lipoprotein increased 126 | 17 | c | 9 | 

Lumbar puncture 10 
Z p [panes =f L 
m Lymph node palpable 175 | 9 | x | ow | | | | 
N 
= 
e 
Q 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Investigations 


Preferred Term 


Lymphocyte count 

Lymphocyte count abnormal 

Lymphocyte count decreased 

Lymphocyte count increased 

Lymphocyte morphology abnormal 
Lymphocyte percentage abnormal 
Lymphocyte percentage decreased 
Lymphocyte percentage increased 
Lymphocyte stimulation test positive 
Lysozyme increased 

Magnetic resonance imaging 

Magnetic resonance imaging abdominal 
Magnetic resonance imaging abnormal 
Magnetic resonance imaging breast abnormal 
Magnetic resonance imaging head 

Magnetic resonance imaging head abnormal 
Magnetic resonance imaging heart 

Magnetic resonance imaging spinal abnormal 
Male genital examination abnormal 
Mammogram abnormal 

Mast cell degranulation present 

Matrix metalloproteinase-3 increased 
Maximal voluntary ventilation 

Maximum heart rate 

Maximum heart rate increased 

Mean arterial pressure decreased 


Mean arterial pressure increased 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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N 
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System Organ Class 


Investigations 


Preferred Term 


Mean cell haemoglobin 

Mean cell haemoglobin concentration 

Mean cell haemoglobin concentration abnormal 
Mean cell haemoglobin concentration decreased 
Mean cell haemoglobin concentration increased 
Mean cell haemoglobin decreased 

Mean cell haemoglobin increased 

Mean cell volume abnormal 

Mean cell volume decreased 

Mean cell volume increased 

Mean platelet volume decreased 

Mean platelet volume increased 

Measles antibody positive 

Megakaryocytes 

Megakaryocytes abnormal 

Megakaryocytes increased 

Menstruation normal 

Metabolic function test abnormal 
Metamyelocyte count increased 
Metamyelocyte percentage increased 

Mini mental status examination abnormal 
Misleading laboratory test result 

Monoblast count decreased 

Monoblast count increased 

Monoclonal immunoglobulin increased 
Monoclonal immunoglobulin present 


Monocyte count abnormal 


Total # of 
Spontaneous AE 


c fF — N N a a N A A 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Monocyte count decreased 26 

Monocyte count increased 105 

Monocyte percentage abnormal 2 
C Monocyte percentage decreased 2 n 
— Mononuclear cell count increased 4 ERES EE TIENES 
[e] 

Muscle strength abnormal 91 63 EI 
5 Mycobacterium tuberculosis complex test positive 2 NE l 
T Mycoplasma test positive 10 pep e E 
& — Myelooyte count increased 5 Cep o LN 
> Myocardial necrosis marker increased 144 ooo TREE aa 
o TA 
< Myocardial strain imaging abnormal 5 a Joo 3E 5] 
E | NET 
D Myoglobin blood decreased 2 | E 

Myoglobin blood i d 22 ay 
S Myoglobin blood increase L IT 
2 Nasopharyngeal swab 1 hou d 

Natural killer cell activity decreased 1 1 DEUS 
= | ty NS DEN 
2 Natural killer cell count decreased 3 937 ee S l 
o Natural killer cell count increased 1 re e — 
2 Natural killer T cell count decreased 1 ae 
o 
- Natural killer T cell count increased 3 a | nn o 
N 
= 
e 
o 
So 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Investigations 


Preferred Term 


Nerve conduction studies abnormal 
Nerve stimulation test abnormal 
Neurological examination abnormal 
Neurological examination normal 
Neurone-specific enolase increased 
Neurotransmitter level altered 
Neutralising antibodies negative 
Neutrophil count 

Neutrophil count abnormal 
Neutrophil count decreased 


Neutrophil count increased 


Neutrophil gelatinase-associated lipocalin increased 


Neutrophil/lymphocyte ratio decreased 


Neutrophil/lymphocyte ratio increased 
Neutrophil morphology abnormal 
Neutrophil percentage abnormal 
Neutrophil percentage decreased 
Neutrophil percentage increased 

NIH stroke scale abnormal 

NIH stroke scale score decreased 
NIH stroke scale score increased 


Nitrite urine present 


Non-high-density lipoprotein cholesterol increased 


Norepinephrine increased 


Norovirus test positive 


N-terminal prohormone brain natriuretic peptide 


N-terminal prohormone brain natriuretic peptide decreased 


Total # of 
Spontaneous AE 


= ð a” Q O O0 = Nm 
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Preferred Term ihz AE 

N-terminal prohormone brain natriuretic peptide increased 142 

Nutritional assessment 1 

Nutritional condition abnormal 2 ee ee ee ee 
(c — NYHActessitication pes e i] ee eee ee 
S Occult blood 1 IE qu qoe 
S. Occult blood positive 12 EE EN e o S 
A Oculomotor study abnormal | I ET e c4: uoo cR 
C)  Oesophagogastroscopy normal 1 as T E 
Q4 ^ Oestradiol abnormal [o3 | |. [| [| 
Q  Oestradiol decreased 2 a H H ea T PE: 
C» Cestraciol increased 8 pom peo» spe o oo 
Z Ophthalmological examination 1 Eum ps 
E Ophthalmological examination abnormal 3 nn o a f ea fS f 
B Opiates 1 EO o E b 3t 3 
g Opiates posiive 1 C (A (ED CIRC: ERE 
3 Orthopaedic examination abnormal 2 roe m a ae ee ee) ee 
a Orthostatic heart rate response increased 1 n c mro oq oW cL o cd E 
Z Osmolar dp increased 1 pq. 3o ST HS 
9 Osteoprotegerin ligand decreased 1 He cope eee ees (ee 3 
D ^ Oxygen consumption decreased 27 [zs ee ee ee E 
S. — Oxygen consumption increased 4 NEN NECEN | E 
S dagen saturation 18 [peche E T cule s oz 
W Oxygen saturation abnormal 96 [on [ow | 9$ | j| E 
$ Oxygen saturation decreased 2765 12 | ws | es | s | m | 
e Oxygen saturation immeasurable 9 ELE ka 
ES Oxygen saturation increased 12 NEM | 3 |] 
L Oxygen saturation normal 1 oo i 
o 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Tem Spontaneous AE 
Pain assessment 3 
Pain threshold decreased 5 
Palpatory finding abnormal 3 
= Pancreatic enzymes decreased 2 
= Pancreatic enzymes increased 17 
o PaO2/FiO2 ratio decreased 1 
N l 
N Paracentesis 1 
g Parasite stool test positive 2 
N Parasitic test positive 1 
Q Parvovirus B19 test positive 6 
I 
S Pathology test 1 
<< PCO2 abnormal 1 
o 
- PCO2 decreased 16 
5 PCO2 increased 15 
g Peak expiratory flow rate 1 
3 Peak expiratory flow rate abnormal 3 
a Peak expiratory flow rate decreased 20 
< Pedal pulse abnormal 1 
b: Perfusion brain scan abnormal 1 
ó Peripheral pulse decreased 5 
[un 
Q Phalen's test positive 2 
«C au body fluid 1 
=Z 
= pH body fluid abnormal 3 
8 pH body fluid decreased 2 
2 pH body fluid increased 1 
o 
S Philadelphia chromosome positive 2 
N H uri 4 
N pH urine 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
pH urine abnormal 1 
pH urine increased 8 
Physical capacity evaluation 2 
C Physical examination abnormal 2 
= Pituitary scan abnormal 1 GEEK RE, 
o Placenta growth factor 1 IEEE as 
N Plasma cells increased 1 ooo i 
E Plasma viscosity abnormal 2 Ld 
S | SI 
EN Platelet aggregation abnormal 4 fl 
Platelet aggregation increased 4 PETI 
i uiu is 
7 Platelet count abnormal 33 En f a 
v Platelet count decreased 1006 131 1a | è |] 
> Plateletcrit abnormal 1 ie i= 72 
3 | Dew p 
S.  Plateletrit decreased 3 pm jalh J c 
Z  Plateletcritincreased 2 uz. dwa cp co s] 
3 istribution wi E GEN C i 
© Platelet distribution width decreased 7 1 a | E 
Platelet distribution width increased 3 Eo o on ee 
q atelet distribution width increase: 2 pum 
2 Platelet factor 4 2 wE Se 
Platelet factor 4 decreased 1 (7 -— s] DEUS 
S NE DENN 
Q Platelet factor 4 increased 2 C RET EEUU HT 
3 i L L 
o Platelet function test abnormal 3 FEN 
S Platelet morphology abnormal 6 a D ee a de --] 
(o>) 
Y Pleural fluid analysis abnormal 3 a SEMESTER S 
I ronan [iuf E 
N 
= 
e 
(o>) 
C3 


* |-Intervel, C=Cumulative 
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Preferred Term Spontaneous AE 

PO2 decreased 43 

PO2 increased 

Polymerase chain reaction 4 D» id 
C Polymerase chain reaction positive 21 a | 
= Positron emission tomogram abnormal 5 NE 
9 Prealbumin decreased 1 EENN 
N Pregnancy test 2 az 
e Pregnancy test false positive 2 i aa 
N . 
S Pregnancy test negative 7 ha 

Pregnancy test positive 2 
uo m a 
5 Pregnancy test unne negative 1 I s 
7 Procalcitonin abnormal 2 i 
iE Procalcitonin decreased 5 Fal 
6 Procalcitonin increased 35 
9 Product residue present 4 2 | 
> Progesterone abnormal n al 
S 
S Progesterone decreased 14 a | 
< Progesterone increased 3 n 
D Prohormone brain natriuretic peptide abnormal 1 Ei 

Proh brain natriureti tide i d 10 
q rohormone brain natriuretic peptide increase EN 
2 Promyelocyte count increased 1 ie 

Prostate examination abnormal 1 END 
RS H n H 
E Prostatic specific antigen decreased 9 iP j 
o Prostatic specific antigen increased 77 
2 Protein albumin ratio 1 E —— 
o 
- Protein C decreased 3 Ea 
C rotein C increase 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
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Protein S abnormal 1 

Protein S decreased 5 

Protein S increased 2 1 
C Protein total abnormal 7 
N Pat: 
O ui 

Proteus test positive 2 ENT 
5 Prothrombin consumption time shortened 1 nl 
7 Prothrombin level abnormal 3 2 ee eee 
v Prothrombin level decreased 8 fo o4 |. [|] | 
5 Prothrombin level increased 7 a oe 3X3 o 
o 
> Prothrombin time prolonged 51 33 his ed 
2 ee | 3 ia 
S Prothrombin time ratio abnormal 1 ae ee es 
< Prothrombin time ratio decreased 6 oa oo i 
m Prothrombin time ratio increased 10 p dud ^ d 
2 -— 

Prothrombin time shortened 33 2 | | 
© Prothrombin time shortene E pum 
B einer. gp cp 

Psoriasis area severity index decreased 1 EEUU 
Z y [e 330] es! 
= Pulmonary arterial pressure abnormal 1 aS ee l 
8 Pulmonary arterial pressure increased 24 OOo ooo o 
e Pulmonary arterial wedge pressure decreased 1 oa i f 
(o>) 
Y Pulmonary arterial wedge pressure increased 1 REEBR EE ERRAT 
N 
v 
[e 
(o>) 
C3 


* |-Intervel, C=Cumulative 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Pulmonary function test abnormal 6 
Pulmonary function test decreased 69 
Pulmonary imaging procedure abnormal 1 has ie 
C Pulmonary physical examination abnormal 1 Ee ae 
Z Pulse abnormal 364 1959 pp 
C, Pulse absent 91 Oy e | Z ERA 
Qd Pulse pressure abnormal 2 E H EN a 
G Pulse pressure decreased 10 EE e a Oooo o ooo y 
A | | 8 L 
QI Pulse pressure increased 23 ooa m 
0) 
o es 
[es 
Z Redial pulse abnormal 28 E 
E | NE NN NET 
D Radial pulse decreased 5 [ 3— 1] 1 nm 
Radial pulse increased 3 2 foo 1 
2 Radioisotope uptake increased 1 cde m cod E d 
Red blood cell analysis abnormal 1 L DEUS 
= aly NEN DEN 
pc ee 1 peras ui ERU REST 
Q Red blood cell count abnormal 12 IE TE 4 | L 
S Red blood cell count decreased 189 Rowe ee 
o 
Y Red blood cell count increased 69 Ee Ee EE ee eee 
N 
= 
e 
o 
e 


* |-Intervel, C- Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term S radi | € | |. Jn 
pontaneous AE i 7 — 

Red blood cell nucleated morphology Cs ee sO 

Red blood cell rouleaux formation present 2 ee sae a ah ae. i a S l 

Red blood cell schistocytes present hope pt IIH 
[> Bad blood cell sedimentation rate Res ae Ne ee pe iei 
= Red blood cell sedimentation rate abnormal 19 2 | © | 5 | ə ee eee 
9 Red blood cell sedimentation rate decreased 13 [-—— | 2 | 2 ch dep. ee 
N Red blood cell sedimentation rate increased 369 | æ | 15 | 8 | WE 
Z Redblood cells urine * ce aes Ee oe ee Re 
A Red blood cells urine positive 2 | ITH HIHIH f f 1| 
S Red cell distribution width abnormal 1 poa oa de. T7: cw. E 
= Red cell distribution width decreased 12 a ee 3a | 2 | ə eee |f | 
3 Red cell distribution width increased 37 mn me Ee Ee a eee ee 
T^ Renal function test abnormal s | Oe AO j| | 
B Reni B vcn 2234-540 ]ec od — 3 
g Renin increased S aes | (| HS 
Z Respiratory rate SLR 
S Respiratory rate decreased m | o | sj s | 59 f f y 
Z Respiratory rate increased 463 EE NEL ERE Dl 
Qj Respiratory sinus arrhythmia magnitude = i ae l= 
o Respiratory sinus arrhythmia magnitude abnormal 1 Ir ^ 3-3 SS S e E 
S Respiratory syncytial virus test positive 3 qe HE T HE H ped 
Z Reluooyte count decreased s 5 o Soo See | Jj | 
Ñ Reliculocyte count increased ef 2 | 8| 2 fos tf 
©  Reticulocyte percentage increased i gg 
S Retinogram abnormal 2 Eo fe o J T wp E 
S Rhesus antibodies positive 8. lcs H | | HE 
G ies antigen negative jq co exu eg 3 
3 
o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Tem Spontaneous AE 
Rhesus antigen positive 1 
Rheumatoid factor 3 
Rheumatoid factor increased 68 
C Rheumatoid factor positive 27 
= Right atrial volume abnormal 1 EEG 
9 Right atrial volume decreased 1 = ==] 
N Right ventricular ejection fraction decreased 1 | ty 
G Right ventricular systolic pressure increased 2 
ANI Rinne tuning fork test abnormal 1 dj 
e E 
Romberg test positive 15 
S gtestp Re | 
E Roseolovirus test positive 2 i) == 
<L Rubella antibody positive 2 I 
[e] 
v Rubivirus test positive 1 Lg] 
5 Rubulavirus test positive 2 o] 
Oo Salmonella test positive 3 
o 
> SARS-CoV-1 test negative 2 
5 B SE 
a SARS-CoV-1 test positive 4 NEN 
<< SARS-CoV-2 antibody test 20 
9  SARS-CoV-2antibody test negative 399 E 371 
> F x 
ARS-CoV-2 101 7 
© SARS-CoV-2 antibody test positive 0 mE — 
SARS-CoV-2 test false negative 2 2 
Z ga E | 2 | 
Q _SARS-CoV-2 test false positive 17 
(Q ^ SARS-CoV2 test negative 97 
BS _SARS-CoV-2 test positive 1061 | 292 | 
o 
- Scan abdomen abnormal 1 
S U T HT a 
KS Scan abnormal 2 Ho Wc ou 
— 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Total # of 


Preferred Term Spontaneous AE 


= 


Scan gallium abnormal 

Scan lymph nodes 

Scan myocardial perfusion abnormal 
Schellong test 

Schirmer's test abnormal 

Semen analysis abnormal 

Semen viscosity decreased 

Semen viscosity increased 

Semen volume abnormal 

Semen volume decreased 


Semen volume increased 


I» NO BP @=@ o |= NY |= = o2 Q 


Sensory level 


N 
o 
N 


Sensory level abnormal 
Seroconversion test negative 
Serology abnormal 

Serology negative 

Serratia test positive 

Serum amyloid A protein increased 
Serum colour abnormal 


Serum ferritin 


© a a 2 hy wo = b 


Serum ferritin abnormal 


Serum ferritin decreased 78 
Serum ferritin increased 157 
Shift to the left 3 
Shift to the right 1 
Sigmoidoscopy abnormal 1 
Sinus rhythm 55 


"a 


Q 
oa 
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Preferred Term Spontaneous AE 

Skin temperature 39 

Skin test positive 24 

Skin turgor decreased 4 
Ez Smooth muscle antibody positive 4 E | d 
ANI Soluble fibrin monomer complex increased 1 ee DET RR! 
O : 

Somatosensory evoked potentials abnormal 3 NI 
5 Specific gravity urine decreased 3 2 l 
7 Specific gravity urine increased 3 Ew hm ae 
E seemetzcoobroma 4 eae = ol 
S Spem concentaton abnormal 2 as CNET ae 
3 Sperm concentration decreased 6 EE EG HE al 
a Sperm concentration increased 1 p owecL o X. — 
Z spinal myelogram abnormal Exe HET HS 
S sa RR 
© Spirometry abnormal 3 n nS 

Sputum abnormal 30 2a ay 
B pensent Oa guum 
2 Sputum normal Ex qno ob ee! 

Staphylococcus test positive EEUU 
Z Staphy Adi Em DEI 
E Stenotrophomonas test positive | x l 
o Streptobacillus test positive 1 a eee iH es 
e Streptococcus test positive 15 Eur 
(o>) 
Y Stress echocardiogram abnormal REG BEEN MERERI 
N 
= 
e 
Q 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term Sd ees AE 

Strongyloides test positive 1 

Sweat test 1 

Swollen joint count 1 
C Swollen joint count increased 1 | -——— «| 
= Synovial fluid analysis abnormal 1 ee a e 
9 Synovial fluid crystal present 2 EX GEEENEN ae 
N Synovial fluid white blood cells positive 2 a 
G Systemic lupus erythematosus disease activity index abnor 1 E d] d 
ANI Systemic lupus erythematosus disease activity index decrea: 1 BENED REESE! 
S Tandem gait test abnormal 2 mNIITONEN RENEW 
E Temperature difference of extremities 30 Ide cho d ae 
L Temperature perception test abnormal 8 4 
e Temperature perception test decreased 8 ES gIc.] 
5 Temperature perception test increased 13 19 l 
9 Tender joint count 2 EEG DERE ERR 
3 Thermometry abnormal 3 in aes i= Ae al 
a Thrombin-antithrombin IIl complex abnormal 1 oa o x. 
Ed Thrombin-antithrombin IIl complex increased 1 I.E cua 5 
9 Try aù increased 8 oa po c i 
© Thyroid function test abnormal 36 E Grup f oa 
Q Thyroid function test normal 2 nl 
= go = sales BEEN Eoo e 

pe 

2 Dane S ia E mE Ps 
E Thyroki hormones increase ee o 3 
2 Thyroid stimulating immunoglobulin 1 Eum 
- Thyroid stimulating immunoglobulin increased 3 2 ll 
N 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 1035 


Pfizer, Confidential 


Page 216 of 393 
Ter As of Date: 21-JUN-2022 


System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Thyroxine abnormal 3 
Thyroxine decreased 8 
Thyroxine free abnormal 3 
C Thyroxine free decreased 12 
2) Thyroxine increased 22 bx i—i Mi --] 
N . 
No L d 
e T-lymphocyte count decreased 4 BEN RENE! 
T-lymphocyte count increased 11 EET 
S naos hee HEN 
T TelacholesteroiHDL ratio abnormal 1 Ca — 
zn Total cholesterol/HDL ratio decreased 2 2 LI—gIc.] 
5 Total cholesterol/HDL ratio increased 5 s Joo fo — 
9 Total complement activity decreased 2 EE MD DERE ERN 
> Total complement activity increased 4 2 ERES 
S -t | 2 | p] 
S Total complement activity test 1 nl 
Z an capacity abnormal : Low 73b 
E | | 
© Total lung capacity decreased 44 | æ | nmm 
Total neuropath e 
S Total neuropathy score MEET gummi 
2 Total sperm count decreased th 
Toxicologic test abnormal 2 2 EEUU 
= o à | 2 | os 
S Toxoplasma serology positive 2 a en MENS 
“@ Transaminases 2 [pese p 
S Transaminases abnormal 6 [o3 | So 
o 
m Transaminases decreased 2 REGEM BEEN f 
N Transaminases increased 211 198 ll 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Transferrin abnormal 2 

Transferrin decreased 8 

Transferrin increased 5 
C Transferrin saturation 1 S| EE 
N < P 
S ii Pu n 
QI Treponema test positive 8 RENE 
Qi Triiodothyronine dc dede wr ey 
oO T i 
E oan : Ta [se | | — 
Z Troponin abnorma s HE P a T HS 
3 | | 4 | E i 
D Troponin decreased 18 4 En 

Troponin | 3 2s rr 
S Troponin Lr pum 
2  Troponin abnormal pom ae e 
Z Troponin! decreased : ae a ee s] 
Q Troponin I increased 225 
3 ini pre sf 
o Troponin increased 1353 1 
S Troponin I normal 1 pr ss T ee 
(o>) 
N 
= 
eo 
(o>) 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Troponin T increased 192 

Tryptase decreased 3 

Tryptase increased 6 
C Tuberculin test positive 5 
A L 
QI Ultrasound abdomen abnormal 1 BENH HENE 
M Ultrasound breast abnormal 3 2 PEERS 

U 

0) 
L Ultrasound foetal abnormal 2 o ane eee 
o 
- Ultrasound kidney abnormal 1 nl 
> Ultrasound scan 1 a 
3 LC EE 
S. Ultrasound scan abnormal 6 ap o o 
Z Ultrasound scan normal 1 | a es 
E | NET 
© Ultrasound thyroid abnormal 1 NENUN inm 

ult d uterus abnormal 1 1 
D rasound uterus abnorma n pum 
Z  Unevaluable specimen 1 hou c ed 
Z Urea urine 1 H TO HOT DR: 
o 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 


Preferred Term Spontaneous AE 


Urinary occult blood positive 20 
Urinary sediment abnormal 

Urinary sediment present 

Urine albumin/creatinine ratio increased 

Urine analysis abnormal 66 
Urine bilirubin decreased 

Urine bilirubin increased 

Urine calcium increased 

Urine chromium increased 


Urine copper 


1 
1 
4 
Urine copper increased 1 
Urine cytology 1 

Urine cytology abnormal 3 
Urine ketone body 3 
Urine ketone body present 20 
Urine leukocyte esterase positive 6 

Urine output 11 


Urine output decreased 110 


N 
A 


Urine output increased 33 
Urine oxalate increased 


Urine porphobilinogen increased 


Urine potassium decreased 


L 
L 
L 
L 
L 
DE M 
NES 
=a 
E 
[poe 
=a 
[39 | 
| 3 
| | 
En 
O 


Urine protein/creatinine ratio increased 
Urine sodium abnormal 
Urine sodium decreased 


Urine sodium increased 


- N N > O N = 


Urine uric acid increased 
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System Organ Class 

Preferred Term So en Us AE 
Urobilinogen urine increased 7 
Vaccine induced antibody absent 8 
Vaginal pH abnormal 1 
Vaginal pH increased 1 
Varicella virus test positive 23 


Vascular resistance pulmonary 

Vascular resistance pulmonary increased 
Vascular test abnormal 

Venogram 

Venogram abnormal 

Venous bruit 

Venous oxygen partial pressure decreased 
Venous oxygen saturation decreased 
Venous pressure 

Venous pressure increased 

Venous pressure jugular 

Venous pressure jugular increased 
Ventilation/perfusion scan 

Ventricular internal diameter abnormal 
Very low density lipoprotein increased 
Vestibular function test abnormal 
Vibration test abnormal 

Viral load 

Viral test 


Viral test positive 


= UO MN NYO Q Oi =| = a HR a a (Qo NM o 2 2a NY | = 


Visual acuity tests 


N 
co 


Visual analogue scale 
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Total # of 
Preferred Term Spontaneous AE 
Visual evoked potentials abnormal 2 
Visual field tests abnormal 2 
Visual field tests normal 1 
C Visual tracking test abnormal 1 
= Vital capacity 1 
9 Vital capacity decreased 3 
N Vital functions abnormal 11 
e Vital signs measurement 1 
ANI Vitamin B12 abnormal 5 
S Vitamin B12 decreased 48 
U 
S Vitamin B12 increased 24 
L Vitamin B1 decreased 1 
o 
- Vitamin B1 increased 1 
5 Vitamin B6 decreased 2 
Oo Vitamin B6 increased 4 
2 Vitamin D 1 
& Vitamin D abnormal 3 
[es 
< Vitamin D decreased 80 
m Vitamin D increased 2 
ó Vitamin K increased 1 
[un 
Q 
Q Volume blood 1 
< Volume blood decreased 1 
=Z 
B Von Willebrand's factor activity decreased 2 
8 Von Willebrand's factor activity increased 5 
2 Von Willebrand's factor antigen increased 1 
o 
PT Waist circumference increased 8 
KS Walking distance test abnormal 2 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total t of 

Preferred Term Spontaneous AE 

Wall motion score index abnormal 4 

Weber tuning fork test abnormal 3 
C Weight abnormal 13 
= Weight decreased 3151 
9 Weight increased 827 
N West Nile virus test positive 1 ooo 
e White blood cell analysis abnormal EE 
C Wie blood cell count 4 [I x sl 
S White blood cell count abnormal 32 

U 
= White blood cell count decreased 405 
< White blood cell count increased 835 
I 

o 
- White blood cell count normal 1 aa 
5 White blood cell morphology abnormal 2 
zs White blood cells urine 16 m 
o 
> White blood cells urine positive 39 
2 | 
& Xav abnormal 8 
[es 
< X-ray gastrointestinal tract abnormal 1 aooo 
m X-ray limb abnormal 1 cx 
2 ; : ; 

X- th contrast trointestinal tract 1 
D ray with contrast upper gastrointestinal tra lr 
Q Total: 96411 
Z 
Ñ System Organ Class 
8 Metabolism and nutrition disorders 
e 
ge! 
o 
bom Total # of 
Na ibid Spontaneous AE 
>= Abnormal loss of weight 135 
e 
o 
O 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term Sores AE 

Abnormal weight gain 41 

Acetonaemia 8 

Acidosis 42 HT l 
(C Acidosis hyperchloraemic 1 IE SSS ESS EES EE 
S Adult failure to thrive e oe qc WX mc X v 
C) Alcohdlcketoacidosis [pc Jp -——rL. cR I-A) 
3 Alcohol intolerance 46 | ow | m | s | ^ | 
C ^ Akalosis 8 | e | 2: J e| J | 
Cd Appetite disorder 178 | 39 | s | w aif 1| 
S Body fat disorder 2 IE ee ef 
= Breast milk substitute intolerance 1 a O O ee O xj 
T Cachexa 56 I T n] ie pe 
= Calcification metastatic 1 aa (a opo ppl: 
Bj Calcium deficiency 3 puso ie row vp c We clu 
a adun metabolism disorder Ea wp pose Se 
S Carbohydrate intolerance 4 [ox | 2J] ə ee H 
5 Cell death 42 Oa [| os | om tT ai f 1 | 
Z Central obesity 2 H HEE Za RE EN RR S 
E Cerebral salt-wasting syndrome 2 howe it) 
S  Cholesterosis 1 E a ES aay aa 
C — Chvostek's sign NECNON CREE | E 
Z Copper deficiency 1 p os ES EE IST 
W pan intolerance 12 EE a es NNI AREE 
Q Decreased appetite 13410 | 3648 | 2829 | c2 | 9 | 3 | 
2 Decreased insulin requirement 8 a a 
= Dehydration | 1631 ato | 18 | 
L Diabetes mellitus 439 | 49 | 
e 
o 
oO 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Metabolism and nutrition disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Diabetes mellitus inadequate control 237 

Diabetic complication 7 

Diabetic ketoacidosis 106 
ø Diabetic ketosis 6 EE NOn 
= Diabetic metabolic decompensation 33 aa l - 7] 
G Eating disorder symptom 25 8e | 4 EN 
N " 
e Electrolyte depletion 3 Le haan 

Electrolyte imbalance 61 33 
S yte imbalar 3 | 19 | 
ô Feeding disorder 868 | se | æ | 
9 Feeding intolerance 7 NEEDED 
> Fluid imbalance 9 IEEE NES |] 
2 ^ 
a Fluid intake reduced 70 | 36 | e | 
Z puasa 463 | 4 | ma 
[n 

Food intolerance 156 52 64 
E [m | a 
8 Fructose intolerance 3 Ba i aa 
e Fulminant type 1 diabetes mellitus 7 mu rem REM 
o 
v Galactose intolerance 1 NECEM az 
n. Glucose tolerance impaired 36 | 4€ | 7 |] 
N 
= 
e 
Q 
eo 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Metabolism and nutrition disorders Non Interventional Study 
Total # of 
Piston Term Spontaneous AE |. i s 
Glycopenia 1 
N Histamine intolerance 85 | 25 | æ | 
Z Hyporcalcoomia s Eert 
9 Hypercholesterolaemia 92 aa | 2:0 | 
> Hypercreatininaemia 5 3 
p. scene re 
Z Hypergycaemia ss [ xs | 7& | 
OH H H 
D Hyperglycaemic hyperosmolar nonketotic syndrome 8 al 
Hyperh i i 1 1 
2 Hyperinsulinaemic hypoglycaemia 1 BENE DUE 
Hyperkalaemia 97 97 
S. EEE, IEEE RENE 
B Hyperlactacidaemia 18 | ww | 2 | 
$ Hyperipasaemia 14 LL 
J| Hyperipidaemia 45 o7 | 0) 
o 
v Hypermagnesaemia 1 
S enee IE H H 
R- —_Hypermetabolism 21 NL E NE 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Metabolism and nutrition disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Hypematraemia 56 
Hyperphagia 31 
Hyperphosphataemia 2 
E Hyperproteinaemia 8 
= Hypertriglyceridaemia 32 | 8 | 
9 Hyperuricaemia 32 
N Hypervitaminosis 1 ERES 
Ez Hypervitaminosis B 1 aa 
QI Hypervitaminosis B12 2 EN 
S Hypervolaemia 39 
= Hypoalbuminaemia 73 
7 Hypocalcaemia 38 
- Hypochloraemia 9 a | 
5 Hypocholesterolaemia oo] 
9 Hypoferritinaemia 4 NER 
3 Hypoglycaemia 621 281 
a Hypoglycaemia neonatal 4 
[es Ç 
< Hypoglycaemia unawareness 2 
m Hypokalaemia 309 
3 Hypokalaemic syndrome 5 
[ms 
Q Hypomagnesaemia 13 
< Hypometabolism 8 
=Z 
B Hyponatraemia 270 
8 Hyponatraemic syndrome 5 
2 Hypophagia 287 
o 
CS Hypophosphataemia 18 
L Hypoproteinaemia 16 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Metabolism and nutrition disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Hypovitaminosis 31 

Hypovolaemia 15 

Hypozincaemia 1 IF =i 
= impaired fasting glucose 8 a a 
< Increased appetite 221 | owe | | 2 
e Insulin-requiring type 2 diabetes mellitus 1 haa ae 3 
y rifes L 
Bj muren 4 NECS EL NN Hp: 

Insulin resistant diabetes 2 2 PEE! 
3 | Ee | pm es! 
S tron deficiency 153 | |t oe a p 4j 
Z ron overoad 4 I [enc 
6 Ketosis 4 NEN Cece o» X sl 
> Lack of satiety 3 i | BE WE ae) ERES 
o eee 
S Ladicacidosis 40 Ooo o ERE: 
Z Lactoseintolerance < s| HS 
Re) n " n 
S Und metabolism disorder 4 IE ul lees ey aa 
Q x 
3 Lipoedema 30 e c oe d 

Lipomatosis 3 2 es) 
Z lip | | 2 EE DEN 
W Macroamylasaemia IE eg zi] [pem 
Œ Magnesium deficiency 4 L ese ddo So 
S Malnutrition 77 possede S 
o | 
= Marasmus 31 Em Iw 
Ù Metabolic acidosis 83 NN 39 3] o 3 
NM 
vr 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Metabolism and nutrition disorders Non Interventional Study 


Preferred Term nie: AE dq v 4 
Metabolic alkalosis $. De iR Ip. es oue --1 
Metabolic disorder 39 5 | n | n | 
Metabolic syndrome e 1 1 | 3 | 2 | 3 J| | 
> Mineral deficiency As ilies = aril = s p EE 
S aa metabolism disorder £o Con f es px cpow Do f | 
< Mitochondrial cytopathy Bee ee D 7 
N Neonatal hypocalcaemia 1 Eke he ENS 
C^ Neonatal hyponatraemia rr oe ee (ee ee Ca Jg 4 
A Neonatal insufficient breast milk syndrome 14 4 Ea w% |] 
S en 2 | s | * | * |-* | 
O Oligodipsia gs qu qnx ee ae 
T ^ Overfeeding of infant P oq 
Z Overweight 2 | J 4 | 3 | 6 | 
5 Pancreatogenous diabetes 1 Eai] a ie 
z Perariitis calcarea P. Je sli T HO e 
S rdre a | 4 | 3 | 2 | 9 — 
S poar feeding infant o | «a roms. fee 
E Postprandial hypoglycaemia 4 ee ee ee TT 
m Propofol infusion syndrome 1 EE En DEEST 
D Protein deficiency O H pp e qoem sposa ul 
D.  Pseudo-Bartter syndrome iB uel) 
Z ^ satteraving JEN a a 
W ^ Saltintoxication ee Sone) (eee! (Ea E 
QD ^ Selenium deficiency 8 0p [t1 |. ] 
S snack hypoglycaemic 8 foo f èa f T | 
Sodium retention OaS eae MSN eu xpo cT E 
Starvation EE en) LU ERO | 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Metabolism and nutrition disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Steroid diabetes 1 
Tetany 115 
Trace element deficiency 1 
C Trousseau's sign 2 
= Tumour lysis syndrome 3 a | 
2) Type 1 diabetes mellitus 228 
N Type 2 diabetes mellitus 116 EJ 
G Underweight 12 
(d Vitamin B12 deficiency 56 6 | 
& Vitamin B1 deficiency 3 i+ | 
C? — Vitamin B6 deficiency 5 ie | 
= Vitamin B complex deficiency 5 
ZZ Vitamin C deficiency 4 fF 
5 Vitamin D deficiency 133 | o 
9 Water intoxication 3 ERE 
> Weight fluctuation 24 
a D NEN 
S Weight gain poor 6 le oI 
< Weight loss poor 9 
m Zinc deficiency 4 
6 Total: 24038 
Q 
Q 
Z System Organ Class 
= Musculoskeletal and connective tissue disorders 
co 
8 
Q Total # of (c 
D Preferred Term Spontaneous AE| 
X Acute aseptic arthritis 10 
= Amplified musculoskeletal pain syndrome 3 
e 
Q 
So 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Musculoskeletal and connective tissue disorders Non Interventional Study 
Total # of == To | 
Spontaneous AE 


Amyotrophy 34 oo 
Ankle deformity 1 le oz a a | ee 
Ankylosing spondylitis 20 | 8 | 2 |  — |  — | t" | 


Preferred Term 


C Antisynthetase syndrome 19 ld ELA mE E ERI 

N Arthritis reactive 287 27 lAa | 
2 Articular disc disorder 1 Oooo f oa a S aes 
Z ain mess 1488 ae | » | "s | | | 
Z Bone cyst 6 aC H ee DESC ERES DRE 
E Bone deformity 6 HEC ITH 

8 Bone demineralisation 1 NEERNE ERAI 

2 Bone development abnormal 1 aS eS 

= Bone disorder 84 | 9 | ^ | 

Ez Bone erosion 1 NE EE GNE 

e 

3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Musculoskeletal and connective tissue disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Bone formation increased 1 
Bone hypertrophy 1 
N i 
N . " 
e Bursal fluid accumulation 15 mn ha 
Bursal haematoma 3 
s Calcification of muscle 2 ooo aes 
ds Callus formation delayed 1 an Ic 
< Cervical spinal stenosis 16 ia Ais ils AI 
Uo 
Chest wall h t 3 
B nw a Sane 
Chondritis 7 Eoo e 
TA H . 
2 Chondrocalcinosis 24 a 
8 Chondrocalcinosis pyrophosphate 20 es £j 
2 Chondromalacia 1 
o 
PT Chondropathy 15 
KS Chronic recurrent multifocal osteomyelitis 1 
— 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Musculoskeletal and connective tissue disorders 

Preferred Tem lebas AE 

Clubbing 3 

Coccydynia 84 

Collagen disorder 37 
E Compartment syndrome 14 
= Connective tissue disorder 161 a | 
9 Connective tissue inflammation 11 [- 3 |J 5 |] 
N Costochondritis 505 | 184 | 30 | 
e CREST syndrome 1 |: - b 
ANI Crystal arthropathy 14 an 5 |] 
S Dactylitis 21 s | a2 | 
= Decreased nasolabial fold || c qum |] 
<L Deformity thorax 4 
e Degenerative bone disease 7 
5 Drooping shoulder syndrome 5 mE | 2 |] 
g Dupuytren's contracture 16 o - i 
3 Dysponesis 1 n 
a Eagle's syndrome 1 pr pow 
< Elbow deformity 1 a a] 
9 Enostosis | Ñ 1 ES as 
© Enteropathic spondylitis 1 ooo J a ul 
Q Enthesopathy 62 UE | z | 
= ee = : Eoo qe 
2 ES He premature fusion S Se 
o 
S Extremity contracture 27 al a 
Y Facet joint syndrome 5 Dc Wweupe- wh: Ws. 
N Sa 151 NEM 
N 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Musculoskeletal and connective tissue disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Facial myokymia 5 

Fasciitis 32 

Femoroacetabular impingement 1 
N 
S Footdeforniy s a HE 
S Gouytophus 3 pop p 
5 Greater trochanteric pain syndrome 29 oa“ | e |] 
2 Groin pain 869 277 211 
< Growth accelerated 1 ei 1 
OH " 

h fail 1 

B sae Is E 
S pue spese 

Haemarthrosis 43 43 
= EL XE NEN 
E Haematoma muscle 50 |o] | 8 | 
o Haemophilic arthropathy 2 NE ian 
Head deformit 5 3 
S rr NETS UE mn 
Z paan 2 Coe 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Musculoskeletal and connective tissue disorders Non Interventional Study 


Preferred Term sci AE oo 0 od 

Hydroxyapatite crystal deposition disease gro sz e pie (ey 

Hypercreatinaemia b dle. llc .3]c4t [e -- 4p — 3 

Hypermobilty syndrome 0 fo 2 f5 1f 5 f | 
(C ^ Hypotonia neonatal E e pere d es een eee 
= Idiopathic inflammatory myopathy HE TH H H H T HT E 
S. immobilisation syndrome ee oS E SI 
A  Immune-mediatedarthritis t. WI qp qe 4o up oo E 
Z immune-mediated myositis mL 
Bj Immunoglobulin G4 related disease o2 | 8 | T pj f —| 
S eusan body myositis HE Se a qe. cio Nu ce 
9 Infrapatellarfat pad inflammation E JL qgn:»- qo co oo 
Z Inguinal mess w a OO (a (| E 
T^ espinas osteoarthritis ST I ee E E 
& Intervertebral disc annular tear a cee I N a 3p 4 
zy Intervertebral disc compression p-— sp aa U O E 2 H d^ 
S Intervertebral is degeneration s | èa | t | T9 J| 3 J| | 1 | 
S. Intervertebral disc disorder z | o | a ! 3 | 4 J| | | 
Z Intervertebral disc displacement je ap pn T au s 
m Intervertebral disc protrusion 216 [587 | 6e |] 
S. Jawclcking 3 [| coge f|5s j|tvuv | J | 
Z avas s LTR 
W lau disorder s {| 4 | 2 | 6 | rm | J * | 
(D  Jointadhesion 2 go (| ~e e qn 
S  Jointankylosis e [| s | tw | we | o | | | 
S ataa 2- 0 (CS E | HE 
P- Joint deposi so i, ae x. o 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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e Pfizer 


System Organ Class 


Musculoskeletal and connective tissue disorders 


Preferred Term 


Joint destruction 

Joint effusion 

Joint hyperextension 
Joint instability 

Joint laxity 

Joint lock 

Joint microhaemorrhage 
Joint noise 

Joint range of motion decreased 
Joint space narrowing 
Joint stiffness 

Joint swelling 

Joint vibration 

Joint warmth 

Juvenile idiopathic arthritis 
Juvenile polymyositis 
Juvenile psoriatic arthritis 
Knee deformity 
Kyphoscoliosis 

Kyphosis 

Ligament disorder 
Ligamentitis 

Ligament laxity 

Ligament pain 

Limb deformity 

Limb discomfort 


Limb mass 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Musculoskeletal and connective tissue disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Locomotive syndrome 3 

Loose body in joint 3 
= Lupus-like syndrome 23 | 23. | 
9 Lupus myositis 1 [p = 
N Mandibular mass 5 NEL MD 
2 Mastication disorder 158 a | 
N . " 
e Masticatory pain 7 EE 

Medial tibial stress syndrome 15 

5 Meniscal degeneration 1 ESSEN 
3 Metatarsalgia 8 a | 
- Mitochondrial myopathy acquired 1 c 
5 Mixed connective tissue disease 21 a | 
E Mobility decreased 4019 | 1292 | 

> Morphoea 23 7 

S l : "e 

S Mucoid degeneration of the anterior cruciate ligament 1 P| 
< Muscle atrophy 273 
o 

© Muscle contracture 257 | 63 | 

6 Muscle discomfort 325 

Q " 

Q Muscle disorder 264 
< Muscle fatigue 930 127 527 
D : : 

o 
- Muscle hypoxia 3 a | et a RU HERI 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Musculoskeletal and connective tissue disorders 

Preferred Tem M its AE 

Muscle mass 27 

Muscle necrosis 8 

Muscle oedema 35 
C Muscle rigidity 393 
= Muscle spasms 10357 
9 Muscle swelling 227 
N Muscle tightness 1728 
C Muscle twitching 3309 
N Muscular weakness 10735 
Q Musculoskeletal chest pain 1889 
o Musculoskeletal deformity 1 
L Musculoskeletal discomfort 1506 
2 Musculoskeletal disorder 524 
5 Musculoskeletal pain 5149 
Oo Musculoskeletal stiffness 8639 
Q Myalgia 177523 
3 Myalgia intercostal 40 
< Myofascial pain syndrome 37 
m Myofascial spasm 3 
5 Myofascitis 9 
a Myoglobinaemia 1 
< Myokymia 73 
= 
B Myopathy 88 
8 Myopathy toxic 1 
2 Myosclerosis 45 
e Myositis 572 
Z Myositis-like syndrome 1 
G 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Musculoskeletal and connective tissue disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Neck deformity 10 
Neck mass 316 
Neck pain 13047 
C Necrotising myositis 8 gru l 
5 Neuropathic arthropathy 3 |..3 | — 1] 
<~ Neuropathic muscular atrophy 7 ae SSE 
N Nodal osteoarthritis 13 Ea 
= Nees deformity 6 O2 qu | 
7 Osteitis condensans 1 Ee ia 
=  Osteoarthritis 552 | 20 | 159 | 
< Osteo-meningeal breaches 1 La o] 
Re) H 
is of j 4 
A ems 2 IRE HS 
Osteoporosis 55 17 
Z osteop em 
B Osteoporotic fracture 5 Hm |] nma 
2 Pain in extremity 92942 18403 20439 74539 | 92 | 49 | 
m Pain in jaw 2247 | 632 | | 49 | tes | | — | 7 | 
N Palindromic rheumatism 22 
NM 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Musculoskeletal and connective tissue disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Palmar fasciitis 1 

Paraneoplastic arthritis 2 

Patellofemoral pain syndrome 4 
C Pathological fracture 6 
= Pelvic misalignment 3 
9 Periarthritis 802 362 
N Periarticular disorder 1 |. 22. 
= Periostitis 16 | 14 | 
N " . 
QI Plantar fascial fibromatosis 7 za 
S Plantar fasciitis 82 

O : 

5 Plica syndrome 2 2 | 
Polyarthritis 351 HE 
v- Polychondritis 10 E zl 
5 Polymyalgia rheumatica 1014 MENS 
E Polymyositis 39 Ie x] 

> Posterior tibial tendon dysfunction 2 ae | 

S 

S Posture abnormal 54 | 35 | 
< Pseudothrombophlebitis 1 I-- 0 
"Oo H H 

© Psoriatic arthropathy 207 NENNEN 

Pubic pai 18 13 
2 Purple glove syndrome 1 h- — a 
Resorption bone increased 2 1 
= ag a re 
Š Retrognathia 1 Le 
8 Reynold's syndrome 6 EHE 
C  Rhabdomyolysis 294 an 
o 
- Rheumatic disorder 518 176 | a | DW 

N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Musculoskeletal and connective tissue disorders Non Interventional Study 


Preferred Term Sa AE 
Rheumatoid arthritis 1364 
Rheumatoid bursitis 1 
Rheumatoid nodule 9 E) 
S Rbdefomiy ME es E 
9 Rotator cuff syndrome 293 ELE 137 | 7 | 15% | 
Ez Sacroiliac joint dysfunction 15 3 ee ee 2 | 
2 Seronegative arthritis 51 ha lr 
S Shouiderdefomiy [2 [4 CS -— 
Ed Shoulder girdle pain 3 Eo eee UR IRE 
Z sipping ro syndrome ae rcu I EN PEN ERIS 
e 
Q 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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e Pfizer 


System Organ Class 


Musculoskeletal and connective tissue disorders 


Preferred Term 


Soft tissue necrosis 
Soft tissue swelling 
Somatic dysfunction 
Spinal deformity 
Spinal disorder 

Spinal flattening 
Spinal fusion acquired 
Spinal instability 
Spinal osteoarthritis 
Spinal pain 

Spinal retrolisthesis 
Spinal stenosis 

Spinal synovial cyst 
Spondylitis 
Spondyloarthropathy 
Spondylolisthesis 
Spondylolysis 
Stenocephaly 

Still's disease 
Sympathetic posterior cervical syndrome 
Symphysiolysis 
Synovial cyst 
Synovial disorder 
Synovitis 

Systemic lupus erythematosus 
Systemic scleroderma 


Temporomandibular joint syndrome 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Musculoskeletal and connective tissue disorders 
Protorsd:Term Ee Sian AE dedo eo 
C Tendon disorder 191 
e Tendon sheath disorder 17 NE ee ee i] 
S Tenosynovitis stenosans 15 s | nE DE 
S Thoracic spinal stenosis 2 iv EE E DD 
6 Trendelenburg's symptom 2 2 | el 
2 Trismus 298 102 
a Undifferentiated connective tissue disease 3 um EE IS NONE 
< Undifferentiated spondyloarthritis 2 BE WE [BSHER 
9 Vertebral end plate inflammation 2 =a CEA eS 
D Vertebral foraminal stenosis 5 
Z Vertebral osteophyte 5 Ie ij EE 
(Q Weight bearing difficulty 551 
Z Wietdelorniy NEM n RE D DRE 
3 
So 


* [=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Neoplasms benign, malignant and unspecified (incl cyst 


Total # of 
Preferred Term Spontaneous AE 
5q minus syndrome 1 
Abdominal neoplasm 4 
Acinic cell carcinoma of salivary gland 1 
E Acoustic neuroma 15 
o Acrochordon 9 
N Acute leukaemia 28 
N : v 
E Acute megakaryocytic leukaemia 1 DEED HERES E 
[e] 
CH 
2 Acute myeloid leukaemia recurrent 7 Se | oh TE 
+ 
— 
"n Acute promyelocytic leukaemia 2 nm EE 
" | p Egi 
anma 3 se Ss ar E 
Adenocarcinoma pancreas 2 um E! 
3 [p Ha 
Aetna adenoma s a ee HT E 
o 
2 Adult T-cell lymphoma/leukaemia 2 l 
e NN EN 
re " . 
~N Angiocentric lymphoma 3 RES | 
[zr E L L 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Neoplasms benign, malignant and unspecified (incl cyst 


Preferred Term NW C ~ 7 md 1 

Angiofibroma a S es (eS eS ee ee ee 
Angioimmunoblastic T-cell lymphoma 5 Ea D 

Angioimmunoblastic T-cell lymphoma recurrent 1 Ean mh lm EE a ee 
Anglolipoma By Ween lla eni — $E 
Angiomyolipoma Se O HH H 
Angiosarcoma i E = ea = = T HT - 
Anogenital warts 9 |2 foe fos ts 
Appendix cancer fO woo no TT d 1 
Astrocytoma i.p spe (eS (ee (ee! 
Basal cell carcinoma 28 [| € | 2 | [| | 3 J| * || 
Basosquamous carcinoma ee ee ae q. c 4 o - 
B-cell lymphoma 2 [ese J| zm rh [qo Sn J| * | 
B-cell small lymphocytic lymphoma AEN epo: C: NC ftn] NINE EPIRI. E 
B-cell type acute leukaemia 5 p2 (ee (ee) es H T | 
Benign bone neoplasm ae G T [E a (CR RR s pd 
Benign breast neoplasm me poa 7| ès Jef if 1| 
Benign gastrointestinal neoplasm eoa ooo oo dU utc x t 
Benign neoplasm s | 2| 2 ^83 ^ 25 | 
Benign neoplasm of cervix uteri i esa = HO E HT al ST 
Benign neoplasm of skin eae) See (Seem! ERE 4-46: o do | 
Benign neoplasm of testis ae os es ae Ce es ee eee 
Benign neoplasm of thyroid gland meee E CS E H H 9) H y 
Benign ovarian tumour E] s pe 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Neoplasms benign, malignant and unspecified (incl cyst 


Preferred Term 


Benign salivary gland neoplasm 
Benign uterine neoplasm 

Bile duct cancer 

Biliary adenoma 

Bladder adenocarcinoma stage unspecified 
Bladder cancer 

Bladder cancer recurrent 
Bladder neoplasm 

Blast cell crisis 

Blast cell proliferation 

Blastic plasmacytoid dendritic cell neoplasia 
Bone cancer 

Bone cancer metastatic 

Bone neoplasm 

Borderline ovarian tumour 
Bowen's disease 

Brain cancer metastatic 

Brain neoplasm 

Brain neoplasm benign 

Brain neoplasm malignant 
Breast adenoma 

Breast cancer 

Breast cancer female 

Breast cancer in situ 

Breast cancer male 

Breast cancer metastatic 


Breast cancer recurrent 


Total # of 
Spontaneous AE 


169 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Neoplasms benign, malignant and unspecified (incl cyst Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Breast cancer stage | 1 
Breast cancer stage II 3 
Breast cancer stage III 3 
C Breast cancer stage IV 3 
= Breast neoplasm 11 
9 Bronchial carcinoma 9 
N Bronchial neoplasm 1 
e Burkitt's ymphoma 2 
N Burkitt's lymphoma stage | 2 
M Cancer fatigue 1 
U 
= Cancer pain 2 
L Carcinoid tumour 1 
o 
- Carcinoid tumour of the gastrointestinal tract 1 
5 Carcinoid tumour pulmonary 1 
g Carcinoma in situ 1 
3 Cardiac neoplasm unspecified 3 
a Cardiac valve fibroelastoma 4 
Q 
< Cartilage neoplasm 1 
b: Castleman's disease 14 
3 Central nervous system lymphoma 4 
[un 
Q Cerebral haemangioma 2 
< Cervix carcinoma 9 
=Z 
B Cervix carcinoma recurrent 1 
8 Cervix carcinoma stage 0 2 
2 Chloroma 1 
o i ; 
v Cholangiocarcinoma 7 
Ez Cholangiosarcoma 1 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Neoplasms benign, malignant and unspecified (incl cyst 

Preferred Term US AE 

Cholesteatoma 1 

Chondroma 1 

Chondromatosis 2 
C Chondrosarcoma 1 
= Choroidal haemangioma 1 
9 Chronic leukaemia 4 
N Chronic lymphocytic leukaemia 51 
e Chronic lymphocytic leukaemia (in remission) 1 
ANI Chronic lymphocytic leukaemia recurrent 2 
S Chronic lymphocytic leukaemia stage 0 1 
o Chronic lymphocytic leukaemia transformation 1 
L Chronic myeloid leukaemia 13 
e Chronic myeloid leukaemia recurrent 
5 Chronic myelomonocytic leukaemia 4 
ke) Clear cell renal cell carcinoma 3 
Q Colon cancer 36 
2 Colon cancer metastatic 3 
Ed Colon cancer stage IV 2 
m Colon neoplasm 7 
ó Colorectal adenocarcinoma 1 
a Colorectal adenoma 2 
< Colorectal cancer 3 
E Cranial nerve neoplasm benign 1 
8 Craniopharyngioma 1 
2 Cutaneous lymphoma 6 
= Cutaneous T-cell lymphoma 6 
L Dermatofibrosarcoma protuberans 1 
=) 
S 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Neoplasms benign, malignant and unspecified (incl cyst 

Preferred Term i US AE 

Desmoid tumour 2 

Diaphragm neoplasm 1 

Diffuse large B-cell lymphoma 21 
C Diffuse large B-cell lymphoma stage IV 1 | -—— + | 
=> Double hit lymphoma 1 re LEE (Re 
9 Ear neoplasm 3 IE EE PERS 
N Elastofibroma 1 oa ooo a 
e Enchondromatosis 1 | - a e 
A Endocrine neoplasm malignant 1 o dr AES à 
e Endometrial adenocarcinoma 3 HEBD ETHER 
= Endometrial cancer 12 43-38 3 
L Endometrial cancer metastatic 1 o de cu eee 
e Epithelioid mesothelioma 1 a o e 
5 Epithelioid sarcoma 2 MENEZNEEE LEN, 
9 Epstein Barr virus positive mucocutaneous ulcer 1 IEEE ENS LEER! 
a Essential thrombocythaemia 15 | 7L. du 
< Ewing's sarcoma 1 I- E AB 
9 Extranodal ae zone B-cell lymphoma (MALT type) 1 E. de cow o 
© Eye haemangioma 1 E 3X po qi 7] 
Z me « DECND Oe) ENG 

EEENIIEZENS DEED 

© Me s ed 1 ooo ooo o 
o pian tube neoplasm 
S Fibroadenoma of breast 20 ee pe o 
b Fibroma 10 Foo | [| | | 
Z Fibrous histiocytoma 5 roe, J 
N 
G 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Neoplasms benign, malignant and unspecified (incl cyst Non Interventional Study 


Preferred Term PUB siad AE o ES P — ole 

Follicle centre lymphoma, follicular grade |, II, Ill 1 aaa a EI 

Folicularlymphoma "qe go 0o e o 
Follicular lymphoma stage | 1 ey ie ee es ee eee ee 
Follicular lymphoma stage III 1 Oon ee |e ee 
Follicular lymphoma stage IV 1 es Re ee Jd - -—-p- -2] 
Gallbladder adenocarcinoma 1 | - Wim — qu O O O 
Gallbladder cancer 2 [2 [2 ]| 799 p] Jj 
Gallbladder cancer metastatic 1 DE HB aa ERES IHRE 
Gammopathy s E HE er mer - Wi es 
Ganglioneuroma 1o Ces nap. qx op p o 
Gastric adenoma 2 Buc (| E 
Gastric cancer je mpeg cuu lg 
Gastric cancer recurrent P uw. c3 o e dt 3 
Gastric cancer stage IV JEDER EC NC RNC. RIDE CIE: LN 
Gastric haemangioma 800p] obo o1 |. [j|  [ 2 
Gastric neoplasm t odga— ew (ees aS s 
Gastrointestinal adenocarcinoma 1 p.h —-3- EC o O OS 
Gastrointestinal cancer metastatic 1 poa oa —. d Ee cud E 
Gastrointestinal carcinoma 10 lo wS-Wq. d. 4p 
Gastrointestinal lymphoma m ugeldecl onde e o chic sud 
Gastrointestinal neoplasm 2 [| [| p [2 [| J | 
Gastrointestinal stromal tumour 2 ee psu — 
Gestational trophoblastic tumour 1 IW quc He —e- ipi 0 
Giant cell tumour of tendon sheath 1 p WI ae 37 ew 
Glioblastoma ae I ees wo oup po oo WE o 
Glioblastoma multiforme z Vaa p 4 o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Neoplasms benign, malignant and unspecified (incl cyst 

Preferred Term racial AE 

Glioma 7 

Good syndrome 1 

Haemangioma 69 
E Haemangioma of bone 1 
= Haemangioma of breast 2 
9 Haemangioma of liver 22 
N Haemangioma of skin 33 
2 Haemangioma of spleen 2 
N Haemangioma rupture 1 
Q Haemangiopericytoma 1 
o Haematological malignancy 2 
L Haematopoietic neoplasm 2 
e Hairy cell leukaemia 1 
5 Hepatic adenoma 3 
g Hepatic cancer 18 
Z Hepatic cancer metastatic 2 
a Hepatic cancer recurrent 1 
< Hepatic neoplasm 10 
m Hepatocellular carcinoma 9 
5 HER2 positive breast cancer 2 
a High-grade B-cell lymphoma 2 
< High grade B-cell lymphoma Burkitt-like lymphoma 1 
E Histiocytic necrotising lymphadenitis 15 
8 Histiocytosis 4 
2 Hodgkin's disease 24 
= Hodgkin's disease mixed cellularity stage unspecified 2 
L Hodgkin's disease recurrent 1 
G 
S 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 


Preferred Term Spontaneous AE 


= 


Hormone receptor positive breast cancer 
Hormone receptor positive HER2 negative breast cancer 
Huerthle cell carcinoma 


Hypergammaglobulinaemia benign monoclonal 


3 


L 
E T 
RC 
az 
RECEN 
t 
E 
O2 | 
zz 
a 
es 
[Ed 
NEN 


Infected neoplasm 

Inflammatory carcinoma of the breast 
Inflammatory pseudotumour 

Intestinal adenocarcinoma 
Intra-abdominal haemangioma 
Intraductal papillary mucinous neoplasm 
Intraductal papilloma of breast 
Intraductal proliferative breast lesion 


Intravascular papillary endothelial hyperplasia 


1 
1 
5 
1 
6 
1 
1 
2 
3 
1 
2 
1 
1 


Invasive breast carcinoma 
Invasive ductal breast carcinoma 16 
Invasive lobular breast carcinoma 2 

Joint neoplasm 1 

Kaposi's sarcoma 11 
Kaposi's sarcoma AIDS related 


Keratoacanthoma 


1 
2 
Langerhans' cell histiocytosis 4 
Large granular lymphocytosis 1 
Large intestine benign neoplasm 1 
Laryngeal cancer 1 
Laryngeal papilloma 1 


Leiomyoma 24 


Leiomyosarcoma 3 
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Leukaemia 57 
Leukaemia recurrent 5 
Leukaemic infiltration 1 Be 
C Leukaemic lymphoma 1 = 
= Lip and/or oral cavity cancer 6 F 
9 Lip and/or oral cavity cancer recurrent 1 EE 
N Lip neoplasm malignant stage unspecified 2 o 
e Lipoma 98 
N Liposarcoma 3 I-- al 
Q Liver carcinoma ruptured 1 EE 
o Lobular breast carcinoma in situ 2 I: 1] 
L Lung adenocarcinoma 13 o 
e Lung adenocarcinoma recurrent 1 P| 
5 Lung adenocarcinoma stage IV 1 = al 
9 Lung cancer metastatic 16 em — = 4] 
3 Lung carcinoma cell type unspecified recurrent 3 |: 7 3 
a Lung carcinoma cell type unspecified stage 0 1 Hm 
< Lung carcinoma cell type unspecified stage | 1 id 
m Lung carcinoma cell type unspecified stage IV 2 aE 
5 Lung neoplasm 5 F 
a Lung neoplasm malignant 64 ji c— | 
< Lung squamous cell carcinoma stage | 1 NEED 
E Lymphangioma 4 nnm 
8 Lymphatic system neoplasm 3 ht dc | 
2 Lymphocytic leukaemia 1 [o— — qeu 
v Lymphoma 177 lln 
N ST disorder 6 ue dns a | f 
NM 
e 
3 


* |=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of — 

Preferred Term otto RO = = S O OO 

Malignant ascites T eS ee ee ee 

Malignant lymphoid neoplasm 1 i-es ue. 

Malignant melanoma zo [| uw gom [| | [j| —| 
[> Malignant neoplasm of eye he elle aen emn m n gm 
= Malignant neoplasm of renal pelvis voc lw up ql 
© Malignant neoplasm of unknown primary site to Me A ee Oe e (ee) Rs 
AN Malignant neoplasm progression w p HE L (ce Seu 
Cà Malignant nervous system neoplasm 2 ft 2 fo 
Bj  Maignantoigodendrogioma S a ae (OR a (|! 
S Malignant palate neoplasm io ei eee HE E qe loe 55 
©) Malignant peritoneal neoplasm © qxg- a PS x | 
T — Malignant pleural effusion $. "usc n.o scc 7 
Z Malignant splenic neoplasm S SIN LEONE (Eagan) (Se (| | 
& Mante cell lymphoma a ES E ee veo H 
S Mentecellymphoma recurrent 2- Ce en (ee (CS ESD HO H 
> Marginal zone lymphoma a |2[|2s/| 97D ] T 
S Marrow hyperplasia 2 qul oo 4p ren oo xo o 03 
Z Meduloblastoma f. o dc odhla.cd--. cb ub E 
€ ^ Melanocylic naevus ao | 4a [| 9 | 6 | sx J| —— l| — | 
S Melanoma recurrent I SS || H 
Z Meningioma s fra yẹ esf d S S o 3 
Z Meringomabenign 2 [| 3: [2 | [| [| | — | 
YD Vespers neoplasm ij" abide d. l 
‘2 Mesothelioma ey Ae (a qo do (| co 
S Metastases to abdominal cavity to Jess a c o 3 -. 
o A 
S Metastases to abdominal wal i ae FOR a) ou o o wo 
P- Metastases to adrenals 2. 1] vr H p. 3. y 
e 
o 
O 


* |-Intervel, C=Cumulative 
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Preferred Term eens AE _& 8 ial : 7 Ue T i 

Metastases to bone ae G T FE a a es ee 
Metastases to breast 1 n 

Metastases to central nervous system 14 een ee ee ee ee 
Metastases to heart i decere es I 
Metastases to liver aw poa | os | — — 5 [| —[ | 
Metastases to lung i. cese u-p- o cq vo Me 
Metastases to neck B CET UNT CZ EINE. SERRE DRE". ERE: 
Metastases to peritoneum S: E oe Se qe c croco cas 
Metastases to pituitary gland fo qd Jquow-qpo o d po d: 0 
Metastases to skin z jer uxo 
Metastases to spleen £s We oe a ae m: 
Metastases to the mediastinum 2e ee ae a |e) e he 03 
Metastasis Se a Ga NS AS soc. Apo c ou 
Metastatic bronchial carcinoma 2 EESTI | qu —- 3 — ie xS O 
Metastaticlymphoma pw cde quo do oo Xu. y 
Metastatic malignant melanoma NES ee es ee ee 
Metastatic neoplasm 8 | 7 [| 5| — [| | J| . 
Metastatic renal cell carcinoma 1 p.p "irs c .*J6e— pm: ——-5 
Monoclonal gammopathy i^ d s | of pe 3a f ù | 
Muscle neoplasm i. = HE 3 ceno up: o o3 
Myelodysplastic syndrome a | 2 | s | [| | | | 
Myelofibrosis e 12 |] 8| | J| f | 
Myeloid leukaemia 4 ITH 
Myelolipoma cre re) CR) (CE TD rp | s 
Myeloprolifrative neoplasm n.q ae T HH H qq. 3 


* |-Intervel, C=Cumulative 
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Preferred Term Eùe AE 

Myxoma 1 

Naevus haemorrhage 1 

Naevus lipomatosus cutaneous superficialis 1 
C Nasal cavity cancer 1 
= Nasopharyngeal cancer 1 
9 Nasopharyngeal cancer metastatic 1 
N Neoplasm 130 
e Neoplasm malignant 213 
ANI Neoplasm of orbit 1 
S Neoplasm of thymus 1 
o Neoplasm progression 94 
<L Neoplasm recurrence 23 
e Neoplasm skin 25 
c Neoplasm swelling 4 
3 Nephroblastoma 1 
> Neurilemmoma benign 2 
2 Neuroendocrine carcinoma 2 
Ed Neuroendocrine carcinoma metastatic 1 
m Neuroendocrine carcinoma of the skin 1 
5 Neuroendocrine tumour 4 
a Neuroendocrine tumour of the lung metastatic 1 
«C Neuroendocrine tumour of the rectum 1 
II. 
o 
C Nodularfasciitis 1 
= Nodular lymphocyte predominant Hodgkin lymphoma 2 
L Nodular melanoma 1 
o 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 
Preferred Term Spontaneous AE 
Non-Hodgkin's lymphoma 29 
Non-Hodgkin's lymphoma recurrent 3 
Non-Hodgkin's lymphoma stage IV 2 
C Non-small cell lung cancer 1 
= Ocular lymphoma 1 
9 Oesophageal adenocarcinoma 1 
N Oesophageal cancer metastatic 2 
G Oesophageal carcinoma 6 
N Oesophageal neoplasm 1 
Q Oesophageal squamous cell carcinoma 1 
I 
= Oligodendroglioma 2 
7 Oncocytoma 1 
- Oncologic complication 2 
c Optic glioma 1 
O ; 
9 Oral haemangioma 1 
3 Oral neoplasm 1 
a Oral papilloma 1 
< Oropharyngeal neoplasm benign 1 
m Osteochondroma 1 
5 Osteoma 1 
a 
a Osteosarcoma 1 
< Ovarian cancer 14 
=Z 
2 Ovarian cancer recurrent 1 
8 Ovarian cancer stage III 1 
2 Ovarian cancer stage IV 1 
o 
PT Ovarian dysgerminoma stage unspecified 2 
KS Ovarian epithelial cancer 1 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Preferred Term 


Ovarian germ cell cancer 

Ovarian germ cell teratoma benign 
Ovarian granulosa cell tumour 
Ovarian neoplasm 

Paget's disease of nipple 

Paget's disease of the vulva 
Pancreatic carcinoma 

Pancreatic carcinoma metastatic 
Pancreatic neoplasm 

Papillary cystadenoma lymphomatosum 
Papillary thyroid cancer 

Papilloma 

Paraganglion neoplasm 
Paraneoplastic syndrome 
Paraproteinaemia 

Parathyroid tumour 

Parathyroid tumour benign 

Pelvic neoplasm 

Penile wart 

Pericardial lipoma 

Pericardial mesothelioma malignant 
Peritoneal neoplasm 
Phaeochromocytoma 

Pharyngeal neoplasm 

Phyllodes tumour 

Pituitary tumour 


Pituitary tumour benign 


Total # of 
Spontaneous AE 


w 2 N] & A a an AM wae A A RN OR A 


= 
A 


[-— 
(ae 
E- 
NEN 
p 
PME TES 
TENES 
le as 
LC 
L 
L 
L 
L 
L 
L 
[e 
| 
L 
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Total # of n _ S np 

Preferred Term EH Z (uu L aud il 

Plasma cell leukaemia 2 | | 2 [| | [| | Jj —| 

Plasma cell myeloma 40 | o2 | 49 | 

Plasma cell myeloma recurrent 4. ql WR 0 cle ee — 
(C Plasma cell myeloma refractory TE th A = | m 
S Peemecyoms s fa HT (| H H 
CL ^ Pleomorphicadenoma s 12 | 2| Jo jJ | 
2 Pleomorphie malignant fibrous histiocytoma y; wlr--wewq c4 qo cH 
© Pleural mesothelioma powc—duqm d wg 3. m 
A ioma mali al aa L 
e Pleural mesothelioma malignant 1 EE ON EE real 
S p EX e] e) HEY 
3 POEMS syndrome 5 2 bum ano cquo c wo pf l 
— Poorly differentiated thyroid carcinoma 1 4-4 o G a a l 
S Primary gastrointestinal folicular lymphoma e T (RE) Ce (TD (| E 
> Primary mediastinal large B-cell lymphoma 2 2 i 3 ZI 
go" | [o2 | ET x E 
S Primarymyelofibrosis [Do gqloLccpo od cL o d. x 
Z Prlectnproduc itary tumour e qued ep E a 
3 ELEM NENNEN Ju 
i 
Q 
S lee ie ee sec 

Prostatic adenoma 2 fo p-— eom opo o5 
= | H L INN 
W Pyogenicgranuloma 4 [o ra? ff 2 J|  ]| J| 
Z Rectal adenocarcinoma ey ee eal (a (a (a sro :gp | 
e 
E Rectal cancer 4 a ey ee um ee ee DNE 
Z ned cancer metastatic ae E D H | o opo WT o 
Z Recurrent cancer v oq ow Jpow wo 0 qoo HT 3 
N 
vr 
e 
o 
o 


* |-Intervel, C=Cumulative 
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Preferred Term Esa E | «E v j| 7 TE T E 

Refractory anaemia with an excess of blasts 1 i T ees Be eee See 

Refractory cytopenia with unilineage dysplasia 1 nn 

Renal cancer nL 
(C Renal cancer metastatic Be tft i lle a — — os —_ 2 
© Renal cancer recurrent ee es Ss _ v 
S. Renal cell carcinoma ono g ~e o dq pj  [ | 
Qi ^ Renal hamartoma 2 Lex cmo. .- poo po 
Renal neoplasm o fo 2 toe fot foe | f | 
9  Retroperitoneaineopiasm ay ee T (aS (Ra (eS HT E 
S  Rhabdoid tumour RS ee TH H qe cao sp cs 
C» ^ Rhabdomyosarcoma i uno Aes qe 004. — co o 
Z Richters syndrome a O [E T (ees E ee | | 
T^ Rosai-Dorfman syndrome » See | ae | lg ll 
& Salivary gland adenoma ee eee ae ee (a E feo s: pt E 
zy Salivary gland cancer ro QJecgqppe 4 Ka p 
S Seen land neoplasm $ Lee oW quo depo 0 [^ 0 
S Sarcoma 3 ee ee ee oc dh ee 
Z Sarcoma of skin ee a HS HT HT HS 
S Schwannoma dI ef oi HTHH 
D  Seborrhoeic keratosis $ Læ es et o 
S Second primary malignancy ae Se ares H (ne xo E 
Z Seminoma 1 EE EDS ie od 
W Skin cancer i PETE (CA H T E 
‘2 Skin papilloma a | 7 | 2 | x2 | c | 2 | 2 | 
e Skin squamous cell carcinoma metastatic 1 eS ee ee e XL n 
Small cell lung cancer n.p 
3 
e 


* |-Interval, C=Cumulative 
* AE-Adverse Event 
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Total # of 
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Small cell lung cancer metastatic 1 
Small intestine carcinoma 1 
Soft tissue neoplasm 2 
C Soft tissue sarcoma 2 
= Solitary fibrous tumour 1 
9 Spinal meningioma benign 2 
N Spindle cell sarcoma 1 
Ez Squamous cell carcinoma 18 
ANI Squamous cell carcinoma of skin 6 
S Squamous cell carcinoma of the oral cavity 1 
E Squamous cell carcinoma of the tongue 1 
3 Systemic mastocytosis 2 
- T-cell lymphoma 5 
5 T-cell lymphoma recurrent 1 
g TEMPI syndrome 1 
3 Teratoma 1 
a Testicular neoplasm 2 
< Testis cancer 14 
b: Throat cancer 2 
ó Thymoma 
& - 
Q Thyroid adenoma 
< Thyroid cancer 12 
— 
= Thyroid cancer recurrent 1 
8 Thyroid neoplasm 5 
2 Tonsil cancer 4 
o m c 
5 Transitional cell carcinoma 1 
Es Triple negative breast cancer 5 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Total # of 
Preferred Term Spontaneous AE 
Triple positive breast cancer 1 
Tumour associated fever 1 
Tumour flare 1 
C Tumour haemorrhage 6 
= Tumour inflammation 2 
Qo 
~ Tumour necrosis 1 
N f 
N Tumour pain 7 
e Tumour perforation 2 
N Tumour pseudoprogression 1 
S Tumour rupture 3 
S Tumour thrombosis 2 
L Undifferentiated nasopharyngeal carcinoma 1 
o 
- Urinary tract neoplasm 2 
c Uterine cancer 5 
O EPE 
ke) Uterine leiomyoma 98 
o , 
2 Uterine neoplasm 1 
& Uveal melanoma 1 
[es ; 
< Vaginal cancer recurrent 1 
m Vaginal cancer stage 0 1 
5 Vulval cancer 1 
p= 
Q x 
Q Vulvovaginal warts 1 
< Waldenstrom's macroglobulinaemia 7 
=Z 
B Waldenstrom's macroglobulinaemia stage III 1 
8 Xanthogranuloma 1 
2 Yolk sac tumour site unspecified 1 
e Total: 3711 
o 
N 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Acalculia 2 
Accessory nerve disorder 2 
Acquired syringomyelia 2 Me 
= Action tremor 8 5 | 
9 Acute disseminated encephalomyelitis 151 Eom 
Q aoue flaccid myelitis 3 E 
EE Acute motor axonal neuropathy 13 
ANI Acute motor-sensory axonal neuropathy 9 | 09 | 
S Acute polyneuropathy 75 
= Adrenergic syndrome 2 n 
3 Advanced sleep phase 1 | oW 
—  Ageusia 4230 
5 Agitation neonatal 6 2 | 
> Agraphia 4 3 
p a | 3 
= Akathisia 42 |o | 
E Akinesia 32 
OH H . 
D Alcoholic seizure 1 n 
5 Alcohol induced persisting dementia 1 li: qe 
[un 
Q x 
qos s CHE) 
Allodynia 172 | 85 | 111 
pom g n H 
E Altered pitch perception 3 msnm I--$ | 
o Altered state of consciousness 902 I= = ea 
o 
Y Amnestic disorder 56 | 29 | EES D. d J 2 ] 
K " 
LC mputation stump pain 2 EH 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Amyloid related imaging abnormalities 1 
Amyotrophic lateral sclerosis 59 
Anaesthesia 282 | 22 | 
5 Anosmia 3344 | 656 | 
N Anterograde amnesia 17 | 
e Anticholinergic syndrome 2 E cw NEN 
N . 
oO : 
i Aqueductal stenosis 3 a | MES 
Z Ames Rod [arg] 
Re) H H 
© Atonic seizures 35 ELEM NEU 3 
Audit disord 11 
S n 185 EC DENN 
Autoimmune demyelinating disease 6 
E yelinating EE CEMNU 
S Autoimmune encephalopathy 8 ER EN EE 
8 Autoimmune neuropathy 15 18 O I 
2 Autonomic nervous system imbalance 225 ERES 
= Autonomic neuropathy 33 33 
op eee | 33 Eu qu 
C utonomic seizure ur 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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Nervous system disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Axonal and demyelinating polyneuropathy 20 

Axonal neuropathy 31 

Balance disorder 4947 1070 
S Basal ganglia haematoma 4 Co a 
N Basal ganglia haemorrhage 34 |- cA E 
e Basal ganglia infarction 22 a —4 
N . 
QI Basal ganglia stroke 10 a e E 

O , ; 

5 Basilar artery occlusion 13 ooo mq «Jj 
3 Basilar artery stenosis 5 a aa 
- Basilar artery thrombosis 34 a la 
9 Behavioural induced insufficient sleep syndrome 1 EE IZD 

> Bell's palsy 3305 

Q t l he = = RN 

S Benign enlargement of the subarachnoid spaces 1 oa E 5 
Z Bickerstatfsencephaltis 1 a HRS PRI 
OH H . 

Brachial pl th 41 21 12 20 
Z brain compression 16 pue 
LO "mm 
2 man un 160 [o0 foo o 

L Brain stem haemorrhage 47 poa fo 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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Nervous system disorders Non Interventional Study 


Total # of 
Preferred Tem Spontaneous AE 
Brain stem infarction 108 
= Brain stem syndrome 24 oa l | 
9 Brain stem thrombosis 7 EIS ae 
N 
S Burning feet syndrome 32 | 16 | w% | 
oO : a 
5 Burning sensation 6597 | 1720 | 1560 | 
7 Burning sensation mucosal 57 | w- | na 
zn Capsular warning syndrome 1 Dow aM] 
5 Carotid aneurysm rupture 3 a |oo 
9 Carotid arteriosclerosis 53 ELT XS ee 
2 Carotid artery aneurysm 10 ze —- 
o 
S Carotid artery disease 13 | 4 | | | 
< Carotid artery dissection 68 ER l 
D Carotid artery dolichoectasia 1 aes ae es 
Carotid art lusi 56 
Q Carotid artery perforation 1 fae oe 
< Carotid artery stenosis 54 osa dis -— 5] 
=Z 
2 Carotid artery thrombosis 42 pafo 
8 Carpal tunnel syndrome 233 | 99 | 5 | 
S  Cataplexy 16 Oo foo 
o 
S Cavernous sinus syndrome 2 eee 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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Nervous system disorders Non Interventional Study 


Preferred Term eù AE ce — o 7 S i 

Central auditory processing disorder Ae Nise 2 HE H — = fl = fh DENEN 

Central nervous system immune reconstitution inflammatory 1 Hee Eee —- SS En — 4 

Central nervous system inflammation s» | 2 | g ^ j| j| 
[> Centre nervous system lesion s | 2 | e | s“ | es j | 1] 
Z Central nervous system lupus ro S H ce H T | |) 
© Central nervous system necrosis t oq wWx—p- c4 po p -- 
N Central nervous system vasculitis m | rz |o 5 r5 [pq S 
C) Central pain syndrome a x | 
N Cerebellar artery occlusion ic. E peg xo m poo xpo 3 
S Cerebellar artery thrombosis mo posee]: -: qe: xpo cs 
9 Cerebellar ataxia a Aa qnx queo E o jl 
T Cerebellar atrophy exp a (| EE 
S Cerebellar embolism TARRA ee ee 
B Cerebellar haematoma es = a — Se git al 
T Cerebellar haemorrhage m G E H de — x -- 4p y 
S Cerebellarinfarcion un e cppewbcp —- qe c ioc T 5] 
5 Cerebellar ischaemia 2 pe | z] —é pj j|  ». 
Z Cerebellar stroke $e a ocu rosse dg ce o ipe oss api eis 
2 ceelarearone s Je ẹya j|» ji pj 
D Cerebellar tonsilar ectopia torqueo ER T | | 
S ^ Cerebral amyloid angiopathy Se H E (a | 3 
Z roka arteriosclerosis 2 | e | ew ft 4 p] J| 
W Cerebral arteritis ey PE abo ome ESET (CT (| HS 
Œ Cerebral artery embolism ae) Ca E 
S Cerebral artery occlusion e | s | e j 9 ^ pj j| 
Cerebral artery perforation 2» E NRE ea) | | H 
Cerebral artery stenosis 2 | 9 | 2 GO [jJ — | 
3 
o 


* |-Intervel, C=Cumulative 
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Preferred Term E sip AE 

Cerebral artery thrombosis 57 

Cerebral atrophy 59 

Cerebral calcification 
E Cerebral capillary telangiectasia 2 
= Cerebral circulatory failure 2 
9 Cerebral congestion 15 
N Cerebral cyst 8 
Ez Cerebral disorder 144 
N Cerebral haematoma 93 
Q Cerebral haemorrhage 1160 
o Cerebral haemorrhage foetal 4 
L Cerebral haemorrhage neonatal 1 
e Cerebral hypoperfusion 5 
5 Cerebral infarction 1808 
ke) Cerebral infarction foetal 1 
2 Cerebral ischaemia 276 
& Cerebral mass effect 6 
Ed Cerebral microangiopathy 14 
m Cerebral microembolism 1 
ó Cerebral microhaemorrhage 18 
a Cerebral microinfarction 6 
< Cerebral small vessel ischaemic disease 27 
E Cerebral thrombosis 364 
8 Cerebral vascular occlusion 3 
e Cerebral vasoconstriction 11 
= Cerebral vasodilatation 2 
KS Cerebral venous sinus thrombosis 516 
=) 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem Spana ai AE 

Cerebral venous thrombosis 235 

Cerebral ventricle dilatation 15 

Cerebral ventricular rupture 14 
E Cerebrosclerosis 1 
= Cerebrospinal fluid circulation disorder 4 
9 Cerebrospinal fluid leakage 21 
N Cerebrospinal fluid retention 1 
EE Cerebrovascular accident 4389 
ANI Cerebrovascular disorder 120 
S Cerebrovascular insufficiency 3 
= Cerebrovascular stenosis 3 
L Cervical cord compression 3 
e Cervical radiculopathy 121 
5 Cervical spinal cord paralysis 3 
9 Cervicobrachial syndrome 158 
3 Cervicogenic headache 21 
a Cervicogenic vertigo 6 
< Change in seizure presentation 2 
N Cholinergic syndrome 20 
ó Chorea 27 
a Choreoathetosis 3 
< Chronic inflammatory demyelinating polyradiculoneuropathy 68 
E Chronic lymphocytic inflammation with pontine perivascular « 1 
8 Chronic paroxysmal hemicrania 1 
2 Circadian rhythm sleep disorder 35 
= Claude's syndrome 3 
Clinically isolated syndrome 18 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders 


Preferred Term 


Clonic convulsion 

Clonus 

Clumsiness 

Cluster headache 

Cognitive disorder 

Cognitive linguistic deficit 
Cogwheel rigidity 

Cold dysaesthesia 
Cold-stimulus headache 
Coma 

Coma hepatic 

Complex regional pain syndrome 
Concentric sclerosis 
Consciousness fluctuating 
Conus medullaris syndrome 
Convulsion in childhood 
Convulsions local 

Convulsive threshold lowered 
Coordination abnormal 
Cortical laminar necrosis 
Cramp-fasciculation syndrome 
Cranial nerve disorder 

Cranial nerve palsies multiple 
Cranial nerve paralysis 
Cubital tunnel syndrome 
Cytotoxic lesions of corpus callosum 


Cytotoxic oedema 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Decerebrate posture 3 
Decorticate posture 2 
Decreased vibratory sense 34 
C Delayed ischaemic neurological deficit 1 in te, = i 
N Dementia of the Alzheimer's type, with delirium 2 foo foo 
O : 
5 Depressed level of consciousness 1615 | 33055 ll 
3 Developmental coordination disorder 1 Ca uw — d 
Qj  Disbelichyperglycaemic coma [Jp 
3 Diabetic ketoacidotic hyperglycaemic coma 1 NE HERE NEAN 
Z Diega 218 a HRE G 
© Disturbance in attention 6441 | 1738 | 2233 | 4703 | 
Dizzi 92642 20465 25296 72177 
Je [ zwes | 252868 | Tum 
P 149 [ € | = | 9 | 
Dizziness postural 1628 774 
Z p Om | 
o 
Y Dropped head syndrome 6 OU 
N Drug withdrawal headache 1 oa un —— 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders Non Interventional Study 


Preferred Tem ashes AE 

Dural arteriovenous fistula 6 

Dysaesthesia 1181 a NA 

Dysarthria 1718 | 2356 | | ABE O 
C Dyscalculia 4 j= =) 
= Dysdiadochokinesis 8 5 | HEN JEN, 
S. Dysgeusia 6814 187 Sz EE 
N Dyskinesia neonatal 1 [S |-— uw 
Ed Electric shock sensation 754 R 
b: Embolic cerebellar infarction 7 [i — = at 
S Embolic cerebral infarction 42 yy aa 
Z Encephalitis autoimmune 66 i — «lite i 
T Encephalitis post immunisation 5 Li e El 
= Enlarged foetal cisterna magna 1 
Ez Epidural lipomatosis 1 
G 
Q 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders Non Interventional Study 


Total # of 
Spontaneous AE 


Epilepsy 1748 FC SR EE ET 
Epileptic aura 2 ee H (a E H fJ | 
L L 


Preferred Term 


9 Exertional headache 29 o“ | 5 E 

N Extensor plantar response 24 | 15] | 

G External compression headache 2 Ca db ees] 

N Extrapyramidal disorder 32 

S Facial nerve disorder 113 

oO ] : 

6 Faciobrachial dystonic seizure 2 ze WM" lal 

E Febrile convulsion 256 | 09 | æ | 

3 Febrile infection-related epilepsy syndrome 1 a foo 

Q 

Z Fine motor delay : (oe 

D Fine motor skill dysfunction 181 Ee | % | 
Focal d iti i 19 

S ocal dyscognitive seizures a | 

2 Foetal movement disorder 16 DEN 
Fontanelle bulgin 1 

< ging EE aa 

2 Fontanelle depressed 1 BEEN DNI 

o 

-— Frontotemporal dementia 2 NEM nC SEE RU S 

b 

= 

e 

o 

O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders 


Preferred Term 


Gait spastic 

Gelastic seizure 

Generalised onset non-motor seizure 
Generalised tonic-clonic seizure 
Geniculate ganglionitis 
Gerstmann's syndrome 

Glabellar reflex abnormal 

Glial scar 

Gliosis 

Glossopharyngeal nerve disorder 
Glossopharyngeal nerve paralysis 
Glossopharyngeal neuralgia 
Grimacing 

Gross motor delay 

Guillain-Barre syndrome 
Haemorrhage intracranial 
Haemorrhagic cerebellar infarction 
Haemorrhagic cerebral infarction 
Haemorrhagic stroke 
Haemorrhagic transformation stroke 
Hand-eye coordination impaired 
Hashimoto's encephalopathy 
Headache 

Head discomfort 

Head titubation 

Hemianaesthesia 


Hemianopia 


Total # of 
Spontaneous AE 


295929 
4589 
70 
82 
87 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Hemianopia heteronymous 2 

Hemianopia homonymous 52 

Hemiapraxia 4 
C Hemiasomatognosia 1 Ea 
9 Hemidysaesthesia 42 pa fo 
N Hemihyperaesthesia 20 NIE a 
2 Hemihypoaesthesia 255 | 255 l 
ANI Hemiparaesthesia 423 423 EE 
7 Hemiplegic migraine 82 ER | 2 |] 
ds Hepatic encephalopathy 13 | 13 | I|. 1] 
9 Hippocampal sclerosis 3 3 -1 
Z Hydrocephalus s af 
OH H 
D Hyperaesthesia 1526 | 356 421 

H i halopath 2 2 
q lyperammonaemic encephalopathy p2 | —— |] 
B mem 4 ae ONERE 

Hypergeusia 9 3 1 
Be an ! pes 
B Hyperintensity in brain deep nuclei 3 WE WERE 
o 
v Hyperreflexia 63 39 
o — Lo 
LC Hyperresponsive to stimuli 26 lp. | 4 al 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Hypersomnia 1840 
Hypertensive cerebrovascular disease 1 
Hypertensive encephalopathy 18 > ae 
S Hypoaesthesia 29444 6875 æ | œ | 
N . 
- Hypoglycaemic unconsciousness 5 laa PT 
> Hyporeflexia 130 74 23 
o "V L ic 
Z meen 208 e C mr 
p= 
B ee a7 INED LESER Rp 8 
Idiopathic generalised epileps 4 
Be a a ssa ee ed 
o IlIrd nerve disorder 17 Eo a 
2 Illrd nerve paralysis 90 [p l 
- IlIrd nerve paresis 25 E EE 
N Immune-mediated encephalitis 8 
N 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Immune-mediated neurological disorder 4 

Immune-mediated neuropathy 10 
= __infantirritability 54 a | 17 |] 
Q Intellectual disability 23 NECEM DEN 
Ez Intelligence increased 1 a f 
A | it acqui = 
EN Intensive care unit acquired weakness 1 Ea 

Intention tremor 11 ee | 4 |] 
S, | 
5 Intercostal neuralgia 64 Eee | z | 
7 Internal capsule infarction 6 e f 7] 
- Intracranial aneurysm 97 Ee |o 
5 Intracranial artery dissection 2 2 | —- ud 
9 Intracranial haematoma oz o 1] 
> Intracranial hypotension 9 HERE 
5 | [- 56 | 
a Intracranial mass 11 zn ia 
« Intracranial pressure increased 154 | 154 | haa 
E | L 
© Intraventricular haemorrhage 35 a | 

Irregular sleep ph 8 3 
q rregular sleep phase a | 
2 Irregular sleep wake rhythm disorder 17 s | 4 |] 

Ischaemic cerebral infarction 144 mo 
= ! EC EE 
E Ischaemic neuropathy 3 EMEND 
o Ischaemic stroke 1404 | 1404 | E 
o 
- IVth nerve paralysis 32 [o c- ue coh o UD 
N 
= 
e 
o 
io) 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Judgement impaired 11 
Juvenile myoclonic epilepsy 2 
Kernig's sign 1 
C Lacunar infarction 93 aa | 
9 Language disorder 363 152 133 
N Large fibre neuropathy 1 i c. 
e Laryngeal tremor 1 NEN 
N Lateral medullary syndrome 17 L 
S Lateropulsion 5 Ae 
S Lennox-Gastaut syndrome 1 EE 
<L Lethargy 9411 1983 
o 
- Leukoencephalopathy 52 EE 
5 Lewis-Sumner syndrome 2 o 
9 Lhermitte's sign 19 
> Limbic encephalitis 30 
S | aa 
S Locked-in syndrome 7 IER 
« Long thoracic nerve palsy 4 
"Oo H 
D Loss of consciousness 7652 l2 —1 
6 Loss of proprioception 20 E NN 
Q x 
2 Lower motor neurone lesion 9 
Lumbar radiculopath 17 [o s] 
E patny 
2 Lumbosacral plexopathy 4 
o Lumbosacral radiculopathy 17 
2 Lumbosacral radiculoplexus neuropathy 1 Po m] 
o 
w Medication overuse headache 3 NE 
L ME 
E Memory impairment 3044 1037 2138 | 4 | 2 | 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Meningeal disorder 28 

Meningeal thickening 3 

Meningism 86 
C Meningitis noninfective 2 EE 
= Meningoradiculitis 16 14 | p: um | 
N Mental impairment 620 [| Bo | 2 | 
G Meralgia paraesthetica 18 NEZ NE UM 
N . 
N Metabolic encephalopathy 9 əs [| | | 
S Micrographia 1 rwr: 
3 Microvascular cranial nerve palsy 3 E l 
= Migraine 12666 | 4385 | 2746 | 
5 Migraine-triggered seizure 4 a fo 
9 Migraine with aura 784 | a9 | 3 | 
2 Migraine without aura 45 | 35 | 7 | 
a Miller Fisher syndrome 75 Oæ |o e] 
Z Mononeurtis : Ca pru 
S Mononeuropathy multiplex 24 æ | 2 |] 
Q x 
B unen 587 

Monoplegia 865 
= pega e | 
a 9 ee ee 
Q Moran syndrome 1 ae oe o 
e Motor developmental delay 2 ee Sa 
o 
b Motor dysfunction 777 Ee | 1⁄4 | 
L Motor neurone disease 24 a l 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders 


Preferred Term 


Movement disorder 

Moyamoya disease 

Multifocal motor neuropathy 
Multiple sclerosis 

Multiple sclerosis pseudo relapse 
Multiple sclerosis relapse 
Multiple system atrophy 

Muscle contractions involuntary 
Muscle spasticity 

Muscle tension dysphonia 
Muscle tone disorder 
Myasthenia gravis 

Myasthenia gravis crisis 


Myasthenic syndrome 


Myelin oligodendrocyte glycoprotein antibody-associated dis: 


Myelitis transverse 
Myelomalacia 
Myelopathy 
Myoclonic epilepsy 
Myoclonus 
Myotonia 
Myxoedema coma 
Narcolepsy 
Neonatal epileptic seizure 
Neonatal seizure 
Nerve compression 


Nerve degeneration 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


a 
N 


N 
= 
A 


N 

A 

œ 
N 


N 
-> 
A 

© 

EY 


ol 
N 
N 


= 
[2] 


N 


= 
A 


Pfizer, Confidential 


Page 279 of 393 
As of Date: 21-JUN-2022 


Page 1099 


- T Page 280 of 393 
*. P i: fizer As of Date: 21-JUN-2022 


System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Nervous system disorder 1121 
Neuralgia 5243 
Neuralgic amyotrophy 391 mE 
C Neuritic plaques 1 Ea 
o Neuritis cranial 23 hh hae 
N Neurodegenerative disorder 10 ooo 74 
e Neuroleptic malignant syndrome 10 REESE 
N Neurological decompensation 21 2 | 32 ] 
S Neurological symptom 491 
S Neurologic neglect syndrome 43 an Ee 
7 Neuromuscular blockade 7 4 | e |] 
E Neuromuscular pain 26 ELEME | 
ô Neuromyelitis optica spectrum disorder 65 a o E 
< Neuropathy peripheral 1752 Ao E A 
OH H . 
D Neuropsychiatric lupus 1 oo o as 
N idosi 7 
Poen 7 E 
Neurovascular conflict 1 
= sais pom spe es] 
2 New daily persistent headache 52 on | z2 | 
o Non-24-hour sleep-wake disorder 4 BEECIEBE UH 
e Noninfectious myelitis 3 mem ERES 
o 
Y Noninfective encephalitis 67 at a 
C ormal pressure hydrocephalus 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders 


Preferred Term 


Notalgia paraesthetica 

Numb chin syndrome 

Nystagmus 

Occipital neuralgia 
Oculocephalogyric reflex absent 
Oculofacial paralysis 

Olfactory dysfunction 

Olfactory nerve disorder 

On and off phenomenon 
Ophthalmic migraine 
Ophthalmoplegic migraine 
Opisthotonus 

Optic neuritis 

Optic perineuritis 

Oromandibular dystonia 
Orthostatic intolerance 
Orthostatic tremor 

Osmotic demyelination syndrome 
Pachymeningitis 

Palatal palsy 

Pancoast's syndrome 
Paraesthesia 

Paraesthesia mucosal 

Paralysis 

Paralysis recurrent laryngeal nerve 
Paraneoplastic encephalomyelitis 


Paraparesis 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders 


Preferred Term 


Paraplegia 

Paresis 

Paresis cranial nerve 

Parkinsonian crisis 

Parkinsonian gait 

Parkinsonian rest tremor 
Parkinsonism 

Parkinson's disease 

Parosmia 

Paroxysmal sympathetic hyperactivity 
Partial seizures 

Partial seizures with secondary generalisation 
Patient elopement 

Perinatal stroke 

Periodic limb movement disorder 
Peripheral motor neuropathy 
Peripheral nerve lesion 

Peripheral nerve palsy 

Peripheral nerve paresis 

Peripheral paralysis 

Peripheral sensorimotor neuropathy 
Peripheral sensory neuropathy 
Periventricular leukomalacia 

Peroneal nerve palsy 

Persistent genital arousal disorder 
Persistent postural-perceptual dizziness 


Petit mal epilepsy 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders Non Interventional Study 


Preferred Term S EAE ce 5 pu : 7 S d 

Phantom limb syndrome me a ee oa p o a HO t1 

Phrenic nerve irritation a E a a ai —:1 

Phrenic nerve paralysis (05 1 89 | [j| j| | 
m Pineal gland cyst preston sit eere dE = = ep ——— 1 
S poan syndrome 6 | 3 | 6 {| èe { mo | | 
C. ^ Pleocytosis “n cou qom 2 Juf J | 
Qi  Pleurothotonus Mi O eS E HE 
Z  Polyneuopathy 516 ss | S on oa (ey | 
Q4 Polyneuropathy chronic Ek. eens I T H ae c ap o d 
S Polyneuropathy idiopathic progressive 2 ic E yer es 
S  Polyneuropathy in malignant disease o W Map o qo p X o 
T Poor sucking reflex j depu 
Z ^ Postanoxic myoclonus i* sad] HE H ca |e a (Ps, 
B Postcardiac arest syndrome errr ea ea H T Y (a 
5 Posterior cortical atrophy 2 Ea a e o ee ee 
3 Posterior interosseous syndrome € Jom q ee 9 d Ç | 
S Posterior reversible encephalopathy syndrome 13 a l es c cap ee ee Jo a 
Z Posthaemorrhagic hydrocephalus f aper ol. unda HS 
B — Postictal headache (= 
C Posticial paralysis 5 pg ssf f un f c4 
Z roaa 3a | 8 | a | e | 9 J| [| —— 
W Post polio syndrome $i og Mae LEE a (eae ES ee Fe 
S Post stroke epilepsy 2 ft 2 tf 
S _ Post stoke seizure irae eee) HE a) ou oppo Ww o 
2 
eo 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders Non Interventional Study 


Preferred Term NM vo = oe La ni 

Postural tremor 5 loce: que -q.---r-- 4p — 1 
e Primary headache associated with sexual activity 16 5 |a J a fa dh o 3 e] 
2 Progressive supranuclear palsy 5 I4 2X LE ILIIIL qe zc l 
& Pronatorteres syndrome 5| pmcIcIwegn-. vp qs o 0l 
Š Pseudobulbar palsy n dq eue dc cA 
Z  Pseudoradicular syndrome To gqpowmeicc-cqpo- (| HS 
S  Psychogenic seizure w qc» p ec se a w o 
Z Poyohamotorhyperaciviy zor HEO S 
Z  Pudendalcanel syndrome 5 f 6e gne quse dp | 
3 
o 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders Non Interventional Study 


Total # of 

Frofèrsa: Term Spontaneous AE E - 

Quadriparesis 102 

Quadriplegia 60 

Radial nerve compression 1 le 
C)  Radiculitis brachial 60 ESCEN 
Ez Radiologically isolated syndrome 2 NEN 
N B 
e Raymond-Cestan syndrome 1 REESE Ln 

Reduced facial expression 68 41 
S " Ex EXE TNN 
3 Relapsing multiple sclerosis 9 HEN 
Lis Relapsing-remitting multiple sclerosis 20 EE 
2 Restless arm syndrome 21 f= ees «| 
a Restless legs syndrome 611 s | 
Z sana nate s [e 
OH H 
D Retrograde amnesia 37 5 18 | 

R hot-col i 1 2 
P eversed hot-cold sensation 33 n 
a Reversible cerebral vasoconstriction syndrome 18 8 | LT 
< Reversible ischaemic neurological deficit 2 IE am 
= 
= Right hemisphere deficit syndrome 2 aa Lu 
8 Ruptured cerebral aneurysm 50 E i] 
2 Sacral radiculopathy 1 PEENENH 
o 
Y Sciatica 796 ELEM 321 
L N 
M Sciatic nerve neuropathy 12 | ee | 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Sciatic nerve palsy 6 

Secondary cerebellar degeneration 2 

Secondary progressive multiple sclerosis 3 
<> Sedation 155 
= Sedation complication 8 | 8 | 
O Seizwe 4484 
N Seizure anoxic 5 s | 
G Seizure cluster 8 a | 
N " . 
N Seizure like phenomena 51 
S Senile dementia 7 

oO c : 

5 Sensorimotor disorder 72 BEH 
7 Sensory disturbance 2226 
- Sensory ganglionitis 1 a | 
5 Sensory loss 977 | 464 
9 Sensory overload 30 | 13 | 

> Sensory processing disorder 13 a | 

o a 

S Serotonin deficiency 1 ie d 
« Serotonin syndrome 6 a | 

D Sigmoid sinus thrombosis 1 n 

S Simple partial seizures 6 a | 
2 Sinus headache 540 | 254 | 

Sleep deficit 165 47 
= pasna [prs] 
E Sleep paralysis 79 BEJ 

o Slow response to stimuli 93 
e Slow speech 135 
o 
v Small fibre neuropathy 137 
KS Somnolence 14376 | 2594 | 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Somnolence neonatal 1 

Spasmodic dysphonia 4 

Speech disorder 2221 
C Speech disorder developmental 16 ELM 
= Spinal claudication 3 2 | 
o Spinal cord compression 15 EL GN 
N Spinal cord disorder 46 | 46 | 
G Spinal cord haemorrhage 6 EE | 
N Spinal cord herniation 1 ED 
S Spinal cord infarction 20 EENI 
= Spinal cord ischaemia 14 EE 
3 Spinal cord oedema 6 | 06 | 
- Spinal epidural haematoma 3 a | 
5 Spinal epidural haemorrhage 1 za 
9 Spinal meningeal cyst 5 | 5. | 
> Spinal stroke 3 3 
o IRE 
a Spinal subdural haemorrhage 1 ae 
< Spinal vascular disorder 3 
OH H H 
D Spinocerebellar disorder 2 
3 Spondylitic myelopathy 1 EE 
p= 
Q x . 
2 Status epilepticus 213 

Status migrainosus 22 
c. famam Feal 
E Stiff leg syndrome 9 5 |] 
o Stiff person syndrome 8 za 
e Stroke in evolution 8 a | 
o 
v Stupor 121 | 38 | 
L 
N Subacute combined cord degeneration 1 EE E 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Subacute inflammatory demyelinating polyneuropathy 3 
Subarachnoid haemorrhage 386 
Subdural hygroma 5 
C Sudden onset of sleep 53 
= Superficial siderosis of central nervous system 1 D il 
9 Superior sagittal sinus thrombosis 39 
N Supranuclear palsy 1 Dai] 
Ez Supraorbital neuralgia 1 ©] 
N ' 
N Sydenham's chorea 1 Ea 
S Sympathicotonia 9 EREIN 
E Sympathomimetic effect 1 il 
7 Synaesthesia 4 | 2 | 
— Syncope 13947 | 13946 | 124 
E Tardive dyskinesia 14 D 
2 Taste disorder 2609 
a Temporal lobe epilepsy 13 | 13 | as ail 
< Tension headache 1353 | 555 | 
D Thalamic infarction 93 aa | z= 
6 Thalamus haemorrhage 45 EN 
Q " 
2 Thermoanaesthesia 4 Pl 
Thermohyperaesthesia 
E — ical 
E Thermohypoaesthesia 16 NEC 
o Thoracic outlet syndrome 25 | 09 | 
2 Thoracic spinal cord paralysis 1 n 
o 
Y Thrombotic cerebral infarction 36 | 36 | 
Ad ; 
N Thrombotic stroke 36 a | 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Thunderclap headache 60 

Tinel's sign 6 

Tongue biting 101 
C Tongue paralysis 68 
= Tonic clonic movements 86 | 7 7] 
9 Tonic convulsion 113 Sr a 
S Toxic encephalopathy 1 EE NEN 
A | [pd 
QI Toxic neuropathy 2 BEEN 
S Transient aphasia 25 REUS XH 
E Transient epileptic amnesia 1 |o qul] 
$ Transient global amnesia 121 73 
- Transient ischaemic attack 1635 nn | 
6 Transverse sinus stenosis 3 Eo c-a4- 3] 
9 Transverse sinus thrombosis 40 lu - die 
> Tremor 11503 2202 | 7282 | 
o 
Ed Trigeminal nerve disorder 127 
S Temi | pz] 
D Trigeminal nerve paresis 10 NEN 
ó Trigeminal neuralgia 858 | 24 | 54 | 
[un 
2 Trigeminal neuritis 31 5 AES |] 

Trigeminal neuropath 2 
< iy patny n 
o Tumefactive multiple sclerosis 3 en eee 
o 
v Typical aura without headache 22 PT 7 ll 
5 T H E 
L Uhthoff's phenomenon 7 2 | 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Nervous system disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Ulnar nerve palsy 11 

Ulnar neuritis 15 

Ulnar tunnel syndrome 6 HEN 
E Unresponsive to stimuli 445 | 445 | pm 
S Vascular encephalopathy 19 | 19 | a ey ees 
0) 
— Vasogenic cerebral oedema a EI E TT es ee 
Z Vertebral artery trombosis "2 E q ae 
[un 
Z neis s C G Ee 
=Z 
Q Vestibular migraine 70 BE NURSE RC AR 
C ? EN E [ues 
S Vibration syndrome EU NE EN HRS EE 
P" Vibratory sense increased 24 [205v A E 
E iR nerve lesion 4 p a= | [20 up. 3 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Nervous system disorders 


Page 291 of 393 
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Preferred Term eben AE 
Visual agnosia 2 
Visual pathway disorder 10 
Visual perseveration 12 
Visuospatial deficit 4 
VIth nerve disorder 13 
Vith nerve paralysis 131 
Vith nerve paresis 11 
Vocal cord paralysis 62 
Vocal cord paresis 8 
Wallerian degeneration 1 
Wernicke's encephalopathy 1 
White matter lesion 64 
Writer's cramp 1 
Total: 696508 
System Organ Class 
Pregnancy, puerperium and perinatal conditions 
vere Tem NM 
Abnormal cord insertion 1 
Abnormal labour 2 
Abortion 62 
Abortion complete 4 
Abortion complicated 1 
Abortion early 19 
Abortion incomplete 8 
Abortion late 10 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Pregnancy, puerperium and perinatal conditions Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Abortion missed 117 
Abortion of ectopic pregnancy 3 
Abortion spontaneous 1846 1846 l 
= Abortion spontaneous complicated 1 D 4- i 
o Abortion spontaneous incomplete 2 [2x ae 
N Abortion threatened 9 D 1 
e ; F 
N " " 
9 emeas s IE ea 
S uns s IE ee 

= Amniotic cavity disorder 2 Ew i 
7 Anaphylactoid syndrome of pregnancy 1 a a 
- Anembryonic gestation 26 | 22 | 2 | 

> Birth trauma 

3 | pP d 
< Breech presentation Eei 
Uo 

Cephalo-pelvic di rti 3 2 
B ee Eq 
Cervical incompetence 6 
E: : Ep 
LO : : " 

o Complication of delivery 2 EFL i 
S Complication of pregnancy 11 Bm Ss 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Pregnancy, puerperium and perinatal conditions Non Interventional Study 


Preferred Term S AE dq d 
Eclampsia By Ns ms Nh tis ina = walls = eh = = ate. 
Ectopic pregnancy 69 ita” == a 
Face presentation ia. EE ee HD a) 
C False labour 1 i 5r —— beds] 
= First trimester pregnancy 1 | |. | Lum c 
o Foetal cardiac disorder 10 4 o ow ooo + 
N Foetal damage 1 aaa oe s] NEN 
2 Foetal death 155 | 46 | | 1 | Oo 
N Foetal disorder 5 {| 1 | 5 | fee 
M Foetal distress syndrome 11 ice 
o Foetal growth abnormality 10 3 | 1*7 | HEN 
L Foetal growth restriction 124 | 12⁄4 | = 
P Foetal hypokinesia e | 6 | e | fe aa 
5 Foetal macrosomia 3 2 | i ow 7] 
9 Foetal malnutrition 1 EE E- ^ 5j 
3 Foetal malpresentation 1 ft | i 7 | Eo 
a Foetal-maternal haemorrhage 3 EN EN | 03 | NEN 
< Foetal vascular malperfusion 11 5 | 4 
m Gestational diabetes 18 E | EN 
6 Gestational hypertension 10 a a | EZ 
Q Gestational trophoblastic detachment 3 o m] I Tl 
Z Haemorrhage feta 1 EE is 
Q Haemorrhage in pregnancy 78 Ls 
8 HELLP syndrome 15 | 6 | 5 | L 
S High risk pregnancy 5 [f 1 | è | EFE 
S Hydrops fostalis s E o nos ] Rosi 
ES Hyperemesis gravidarum 7 | u$ | 
e 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Pregnancy, puerperium and perinatal conditions 


Preferred Term he S zs S — pu | 7 S i 

Hypothermia neonatal iss es ab ooo tie — = alls eb > ae = 2 

imminent abortion ae eae iy see quc = ay i H 

Increased foetal movements re eae! HT H D Z H Cs) oj 
(> Induced labour es Mee ll a eee T 7 | i 
S dnirapartum haemorrhage 5 oq IL cm. S 3e j 
C, Jaundice neonatal wo E he SE ee p Be = 
N Labour complication B; quc quom ee (Ce (| HT 
C Labour pain 57 | 8&8 | 8&8 [| e | e | — | — | 
Qd Large for dates baby ME ER: > ee 
Q Uye birth 5 wE |e ee a | TE 
9 Low birth weight baby BM ee a e gea a 
T Maternal condition affecting foetus we 1 (ee ee ee qe .- 
Z Meconium in amniotic fluid a (C2 J a| fJ T S :] 
E Meconiumstain Be ee a —— ffe oM 3] 
S Molar abortion S (ee aed | Se ae NO (| ENSE 
Z Moming sickness e H T (ee H see oo cA 0-3] 
S Neonatal disorder p E E cows mcg mco o — 07s 
Z Nomalnewbom às oho ob oa EE H 54 cp (PS 
C) Obstructed labour Nese te c db ceo sl 
S  Oligohydramnios Bc q.s? ^uowwie quo. 1... epo TT ees] 
S. Peli girdle pain E EE ee as S MEE 
Z Perinatal brain damage OM H EE ET RIS EE DERE 
W  Peripartum cardiomyopathy 2e EEE S H = se eT. HS 
(Q  Peripartum haemorrhage 3 BENE UMS e ee Ce ee a l 
S Placental calcification E. fee T H le —— ie = ITE 
Placental disorder ee xGESgecs uso co | co 3i 
Placental infarction er SE 7 Re Sa (| E 
3 
e 
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System Organ Class 

Pregnancy, puerperium and perinatal conditions 

Preferred Tem aste AE 

Placental insufficiency 11 

Placental necrosis 1 

Placenta praevia 3 
C Placenta praevia haemorrhage 5 ELM 
= Polyhydramnios 5 5 ha 
C, Poorweight gain neonatal 3 = — It a GE 
2 Post abortion haemorrhage 4 ee md - 
L Pregnancy 33 os | © | 83 | | | 
e Pregnancy after post coital contraception 4 alll S 
5 Pregnancy in habitual aborter 1 lnl e 
9 Pregnancy of unknown location 1 EE es DEREN || S 
3 Pregnancy on contraceptive 8 alll O) 
a Pregnancy on oral contraceptive 14 omo o -d o ee wd x 
Ed Pregnancy with contraceptive device 11 aS ——HH 2k cde 
m Pregnancy with implant contraceptive 2 Ea Im DD E Ea 
Z Premature labour : [wp 35 
B Premature rupture of membranes 36 
8 Premature separation of placenta 27 oe qu 4 
2 Preterm premature rupture of membranes 27 [cox | ba] 
- Prolonged labour 3 Ee EE 
N ee pregnancy 1 ERE: RES 
N 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Pregnancy, puerperium and perinatal conditions Non Interventional Study 


Total # of 

Prorersd: Tarm Spontaneous AE | s 
= Risk of future pregnancy miscarriage 2 RES i oe 
o Ruptured ectopic pregnancy 3 
N Ç 
N Second trimester pregnancy T EN 
N 
E Somatic symptom disorder of pregnancy 7 ae a | 
v Subchorionic haematoma 5 s | 
5 Subchorionic haemorrhage 2 fF ERE 
> Third stage postpartum haemorrhage 1 1 
un ac es 
S Third trimester pregnancy 1 ae ae 
< Threatened labour 14 EN 
"Oo H " 

Tubal 1 
B. wee a ec et (ae 

Umbilical cord abnormali 7 
Ss y | d 5| 
= Umbilical cord around neck 1 HERE 
LO sn 
2 Umbilical cord thrombosis 4 BSS ea 
- Unintended pregnancy 23 S Ea 
N Unwanted pregnancy 8 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Pregnancy, puerperium and perinatal conditions 
Preferred Tem pe a AE 

Uterine atony 1 

Uterine contractions abnormal 43 

Uterine contractions during pregnancy 74 

Uterine hypertonus 32 

Uterine hypotonus 4 E EE 
Uterine irritability 1 I: — — 3-5 
Vanishing twin syndrome [i —-— n 
Vasa praevia a i oe al 
Weight decrease neonatal 3 a EE | 


System Organ Class 


Product issues 


Preferred Term eic AE 
Device breakage 8 
Device connection issue 25 
Device defective 1 
Device delivery system issue 1 
Device dislocation 5 
Device expulsion 12 
Device failure 4 
Device infusion issue 1 
Device issue 12 
Device leakage 2 
Device loosening 2 
Device malfunction 7 


090177e19b0e6be1\Approved\Approved On: 19-Aug-2022 10:22 (GMT) 


* |-Intervel, C=Cumulative 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Device occlusion 3 

Device pacing issue 1 

Device physical property issue 5 
C Device power source issue 
= Device stimulation issue 1 a e 
o Device temperature issue 1 = as 
N Drug delivery system malfunction 1 ooo i 
e Electromagnetic interference 9 D dq 
N | T 
À Embedded device 2 m 

Lead dislodgement 1 fe ail 
S g PE 
= Liquid product physical issue 114 ee es 
L Needle issue 128 124 ooo f a 
o 
> Product adhesion issue 1 i24] 
2 za oo il 
S Product after taste 21 [ow | p —— | 
Q 
< Product availability issue E core ea 
[n 

Product container issue 23 23 DEED 
= p BE IM DENN 
2 Product container seal issue 7 a ee l 
Product contamination 14 oona | fo — | 
2 Product contamination chemical 2 n 
(o>) 
S Product contamination microbial 1 RENE | 
Product contamination physical 78 Oæ i f 
= 
e 
(o>) 
C3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 
Preferred Term Spontaneous AE 
Product counterfeit 1 
Product delivery mechanism issue 1 
Product deposit 7 ie — el 
C Product design issue 1 a= 
= Product expiration date issue 19 
9 Product formulation issue ERN 
N Product impurity 4 D 
e , 
= Product label issue 27 ECIAM 
N 
S Product leakage 157 [su | 
Product lot number issue 15 
S o5 | 5 | 
5 Product odour abnormal 8 PT 
7 Product origin unknown 1 nn a 
- Product outer packaging issue a J a | 
5 Product packaging issue 4 Ime | 4 |] 
9 Product packaging quantity issue 41 8a | a | 
> Product physical consistency issue 1 
9 rd Hep CE 
S Product physical issue 25 alaa | 
< Product quality issue 174 a | %8 | 
D Product reconstitution quality issue 10 |: — | w |] 
Product ly i 31 2 31 
q roduct supply issue a j 
a Product taste abnormal 18 4 | % | 
< Product temperature excursion issue 14474 | 14466 | 
=Z 
Q Suspected counterfeit product 42 L T 
“ Suspected product contamination [o3 | 2 [| S — | 
S Suspected product quality issue ae Se ae ee 
> Suspected product tampering a 7n | 
E Syringe issue 108 | wm J| 9 | —— j| | 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Thrombosis in device 20 

Undersensing 8 

Total: 15910 

— 
- 
5 System Organ Class 
a Psychiatric disorders 
N 
= Total # of 
= 
N ibibo term Spontaneous AE 
N 
S Aberrant motor behaviour 3 
C Abnormal behaviour 204 a 
2 

Abnormal dreams 564 77 
q E 
2 Abnormal sleep-related event 11 i. 

Acrophobia 2 1 
= | Ea E 
o Acute stress disorder 5856 
S 2m0 L 
Q Adjustment disorder 12 a | P 
Z Adjustment disorder with depressed mood 36 Ooo | mil 
o 
2 Adjustment disorder with mixed anxiety and depressed moo 1 
pow ty and dep a L 
Q 
< Affective ambivalence 1 T [e 
Affect lability 169 UE | p 
Q 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 1120 
Pfizer, Confidential 


090177e19b0e6be1\Approved\Approved On: 19-Aug-2022 10:22 (GMT) 


e Pfizer 


System Organ Class 


Psychiatric disorders 


Preferred Term 


Alcoholic hangover 

Alcoholic psychosis 
Alcoholism 

Alcohol problem 

Alcohol use disorder 

Alcohol withdrawal syndrome 
Alexithymia 

Alice in wonderland syndrome 
Anger 

Anhedonia 

Anorexia nervosa 
Anorgasmia 

Anticipatory anxiety 

Antisocial behaviour 
Antisocial personality disorder 
Anxiety 

Anxiety disorder 

Anxiety disorder due to a general medical condition 
Apathy 

Attention deficit hyperactivity disorder 
Attention-seeking behaviour 
Autism spectrum disorder 
Automatism 

Automatism epileptic 
Autoscopy 

Aversion 


Behaviour disorder 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Psychiatric disorders 


Preferred Term arche : i. 
Behaviour disorder due to a general medical condition 1 ae eee qup: | EE a Sa 
Belligerence 2: Mi. eas qe --d 
Binge drinking i Ere HET 
m Binge eating Du ill = a = Tei EC o s] 
Š Bipolar disorder z [eo ẹya pj S p py 
S. Bipolar! disorder "uo [2 | "uj Jj | 
3 Bipolar II disorder ijs wL--wup v3 035: jj 
C  Buntedaffect Uo A bl p ue 
Q4 —— Bodydysmorphic disorder 3 E NC es a ee 
S Borderline personality disorder 5 e: oa J 2 | 4 | 
S Boredom e | J t1] 22 || 
Z Brodyphrenia s (| a | 15 | e | zw | 
= ^ Breath holding 8 Cl] m gpl | 
6 Breathing-related sleep disorder 4 Sa | a Ee B 
Oo Brief psychotic disorder with marked stressors 2 et Jo o2 foo f 
2 Brief psychotic disorder without marked stressors 1 ee a ae) EE RE 
a Brief psychotic disorder, with postpartum onset 1 a foa MEE EE 
Z Brim e eaa RE 
Q ^ Bulmianervosa rog Seemed (ii aed) o0. 1j 
S Burnout syndrome s | r [| 1 | T | 9 — 
Q Cardiovascular somatic symptom disorder 4 a | 2 | 3 | 
Z nere E EE ED GE 
W Catatonia VT a pow H 0 C9 
8 Change in sustained attention 2 i ae een TE 
e Chronic idiopathic pain syndrome 5 BS Se ee ee ae 
S Clang associations A E I) |S E H | 
C —— Claustrophobia 2 | o3 j| e | 6 | 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Psychiatric disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Clinomania 2 

Communication disorder 100 

Completed suicide 29 
C Complex tic 1 leo = Il 
= Compulsions 3 TE 
9 Compulsive handwashing 1 ——- 
N Compulsive hoarding 1 Sel 
e Compulsive lip biting 1 T3 
N . 
QI Confabulation 1 m sd 
S Confusional arousal 2 EE 
O c 
5 Confusional state 5539 | 222 | 
3 Constricted affect 7 s | 
zn Conversion disorder 137 | 9 | 
5 Coprolalia 2 NE EN 
9 Cyclothymic disorder 3 2 | 
> Daydreaming 92 aa | 
o 
S Decreased eye contact 6 | 3 | 
< Decreased interest 53 
OH H 
6 Delirium 613 
2 Delirium febrile 24 | 2a | 

Delusion 123 a | 
pom H . 
= Delusional disorder, persecutory type 2 NEU 
8 Delusional disorder, unspecified type 4 
2 Delusional perception 18 Ea 
= Delusion of grandeur 1 i. 
N elusion of parasitosis 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Psychiatric disorders Non Interventional Study 
Total # of 
fFrotorsd: Torm Spontaneous AE S o s 
Depersonalisation/derealisation disorder 100 m NEUE | a ME 
S Depression suicidal 34 a Eee 
N Depressive delusion 1 BENE aa 
N " 
Derealisation 121 
Y pe | 
5 Disorganised speech 60 EE | 2 | 
g Disorientation 1895 | 87 | 358 | 
> Dissociation 153 a | 4 | 
o M 
S Dissociative amnesia 10 s | 2 |] 
« Dissociative disorder 33 NEN | a4 | 
m Dissociative identity disorder 1 ENG TE 
2 > er 
D | 4 
Q Disturbance in sexual arousal 17 7 | e |] 
< Disturbance in social behaviour 9 Eo E] 
=Z 
Q Drug abuse sepe 
QQ Drug dependence 4 a HSS 
£i Dysphemia 153 ya 
o 
m Dysphonia psychogenic 1 nll MEI 
N Dysphoria 502 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Psychiatric disorders 

Preferred Term Soi AE 

Dyssomnia 5 

Eating disorder 595 

Echolalia 1 
C Echopraxia 1 
= Emetophobia 1 |t: 0 7] 
C) Emotional disorder 369 128 | 55 | c | 
N Emotional disorder of childhood 1 pp | ee o o 
C^ Emotional distress 382 [Amb | a am f J| 1 | 
SN Emotional poverty 14 e noo quom | wp | 
S  Encopresis 2 MEN ERU Cas ee PEs 
O Enuresis 79 [o3 [| 2 | c4 | * [| 1 | 
< Epileptic psychosis 1 [zia (eel p p 
= ^— Euphoric mood 230 | 9 (| 29 | w | — | — | 
B Excessive masturbation Dc ur s ceo. Yos 
z Excessive sexual fantasies 1 m (Sa 
3 Executive dysfunction 7 ERE oes e: J ə] J | 
S  Exhibitionism 1 I o o Too S ë s) 
Z Exploding head syndrome 10 a a a a 
Q Factitious disorder 6 L4 |. S 2 | T | 
JE 492 | ws | 99 [| a4 | — |  — | 
S. reri closed spaces 1 EE T T o | eee 
Z Fear of death 148 s j e a de — 7j 
g Fear of disease 18 a4 | è | 
(Q Pear of eating 4 
S Fear of falling 23 I HE NEM 
ES Fear of injection 64 NEMINEM 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Psychiatric disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Fear-related avoidance of activities 5 
Feeling guilty 6 
Feeling of despair 171 
C Feelings of worthlessness 7 
= Female orgasmic disorder 7 NIS 
C Flight of ideas 3 Ide 
N " 
N Frustration tolerance decreased 119 29 | 
S Gastrointestinal somatic symptom disorder 2 NEL NU EE 
7 Generalised anxiety disorder 33 | ow | 
dE Genito-pelvic pain/penetration disorder 4 EE aa 
> Habit cough 22 19 BEEN 
o gs 
S Hallucination 931 | 931 | NEN 
< Hallucination, auditory 112 I 4 
Re) H H 
© Hallucination, gustatory 2 P| 
Hallucination, olfact 58 57 
2 Hallucinations, mixed 33 aa | Eo 
Hallucination, tactile 6 a | ENS 
Q Hallucination, visual 212 212 m 
8 Head banging 50 
S Helplessness 28 
m Histrionic personality disorder 1 
2 y o e 
N Homicidal ideation 2 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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e Pfizer 


System Organ Class 


Psychiatric disorders 


Preferred Term 


Hostility 

Hydrophobia 

Hyperarousal 

Hypersexuality 
Hypersomnia-bulimia syndrome 
Hypervigilance 

Hypnagogic hallucination 
Hypnopompic hallucination 
Hypomania 

Hyposomnia 

Illness anxiety disorder 
Illogical thinking 

Illusion 

Immunisation stress-related response 
Impaired reasoning 
Impatience 

Imperception 

Impulse-control disorder 
Impulsive behaviour 
Inappropriate affect 
Indifference 

Inferiority complex 

Initial insomnia 

Insomnia 

Intentional self-injury 
Intermittent explosive disorder 


Intrusive thoughts 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem rate AE 

Irritability 2127 

Kinesiophobia 1 

Lack of spontaneous speech 41 
E Laziness 57 
= Learning disability 7 EE 
Q ^ Libido decreased 145 BEJ E 4 Ur ae 
À Libido increased 41 a a ll 
G Limited symptom panic attack 1 it = || EID EET es 
3 Male orgasmic disorder 1 al = a a) cae 
Z karn 2 bad ee ale S 
8 vie ii due to a general medical condition i —— ——L— 
i 
Q Mental fatigue 544 2 | 5 |] 
= ni status changes ja et as 
© nae 745 
t PS e 
a Mixed anxiety and depressive disorder 31 18 il 
S Mood altered 503 
Mood disorder due to a general medical condition 3 D all 
e 
3 


* |=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Psychiatric disorders Non Interventional Study 


Preferred Term ehe AE du o f 
Mood swings me. pr. | w ese deme fo oa i 
Morbid thoughts gs E gw Me oh efi = d: 
Morose “o (f 2 | 3 | 4 | è | 

(c Muia eo [anjon I oa] 

ZS Mysophobia ge E a ms 

O Nailpickng oe e a 

Qi Near death experience 27 | 4 [ox | f 

C^ Negative thoughts a [| 2 [| t | 7 | 2? | 

9 ean 2 LR 

G Neglect of personal appearance 2 E ERE hn ee 

O^ Neologism s Co F qno*- f 8 | 

= Neuroleptic-induced deficit syndrome 1 ae DENEN SENI 

6 Neurologic somatic symptom disorder 2 nnn 

S  Neuropsychiatricsympioms v, qe EE ql deo 

S Neuropsychiatric syndrome Bo A ue 

S Neurosis 2 | 2 [| 6 [| 1 | 6 | 

Z Nicotine dependence ee eee H HT (ee 9 

C) Nightmare 793 210 159 | 583 | 

S  Noctumal fear E uer odo er 

S. ^ Nosophobia 3 LP 2 [ * [| 1 | 

Z Obsesshecompusedsorer jc. f= de oem cae trio s [i s 

2 Obsessive-compulsive personality disorder 2 i; = Jl Eca ccu 

8 Obsessive-compulsive symptom 2 ae NENE na 

2 Obsessive rumination 1 E= SS e 

= open thoughts | 9 EXER MEUS 

KS Oppositional defiant disorder 1 EE a Eo 

e 

Q 

oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Psychiatric disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Organic brain syndrome 12 

Orgasm abnormal 4 

Orgasmic sensation decreased 3 
C Osmophobia 2 
N . 

Paranoia 94 47 47 
- Paroxysmal perceptual alteration 1 n.a. x. 
Z Perseveraton 3 IE aR Ea 
m Persistent depressive disorder 15 a a 
k= 
Q Personality change due to a general medical condition 1 en f oa ae ee 
Z Personality disorder 2 Leake de 
= 
m Phonophobia 83 | o3 | a | EC ooo J a 
N Pica 2 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Preferred Term Messala AE 
Poor quality sleep 1314 
Poriomania 1 
Postpartum stress disorder 1 ox - d 
C Post stroke depression 1 rum | — —^*4| 
= Post-traumatic amnestic disorder 3 Ea n 
9 Post-traumatic stress disorder 50 Ee aE ee 
G Poverty of speech 2 [5353] prp 
UO Psychiatric decompensation 13 [Ee . fo 
S Psychogenic movement disorder 2 it <4 1 NE MERC [IRE 
Z Peychogenicpoeudosynoope s E H a S 
D Psychogenic visual disorder 1 NEED =: aay aes 
Q Psychological factor affecting medical condition 4 2 nm — cb i 
Z Poyohologioaltauma 1 C EE H HES 
= Psychomotor retardation 26 a een l 
PT dus disorder due to a general medical condition 3 REMEP ERU EET 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Psychiatric disorders Non Interventional Study 
Total # of 
Fisted Term Spontaneous AE | 7 
C Restlessness 2249 
= Schizoaffective disorder 2 iH 
9 Schizoid personality disorder 1 iz 
N Schizophrenia 23 o 
Ez School refusal 1 hy ae = =| 
A Secondary tic 1 n 
Selective eating disorder 6 
S ee ag 
5 Self-consciousness 5 n 
7 Self-destructive behaviour 1 i? | 
v Self esteem decreased 24 | 10 
5 Self-induced vomiting 1 = ul 
E Self-injurious ideation 19 mE IM 
> Sense of a foreshortened future 6 ie 
o eA 
S Sexual inhibition 2 HERI 
«f ^ Sitophobia 1 I 
Uo 
© Sleep attacks 29 = | 
l i 4791 1612 
S Sleep disorder 9 
Q Sleep disorder due to a general medical condition 80 Ur 
< Sleep disorder due to general medical condition, hypersomni 2 [odis] 
S "n " T * . 
E Sleep disorder due to general medical condition, insomnia ty 119 NE 
o Sleep inertia 4 n 
2 Sleep-related eating disorder 1 SS 
o 
w Sleep talkin 18 fle == Ste va] 
C eep terror 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem S aaa AE 

Social anxiety disorder 10 

Social avoidant behaviour 22 

Social fear 3 BEEN 
C Social (pragmatic) communication disorder 2 ES aa Bee rmm 
3 Soliloquy 14 eae | 4 |] 
— Somatic hallucination 1 zo --—33-—-4 
N Somatic symptom disorder 127 | 45 | 2 | a2 | 
e Somnambulism 46 |o | 2 [| æ | 
R Sopor : get pe DE OI 
E Speech sound disorder 13 EE 2 | 7 | 
2 Stereotypy 5 4 | [e NE NM 
5 Stockholm syndrome 1 a ae a 
> Substance abuse 2 2 foo fo o 
a Substance dependence 1 n LL 
< Substance-induced psychotic disorder 3 Uas o ooo o l 
C) Suicidal behaviour 12 19 
6 Suicidal ideation 379 | 3a | | | | 
Q Suicide attempt 57 sl 
Z Suicide threat 6 e a a 
= Suspected suicide 1 EE hn aa 
8 Suspiciousness 3 = E ae 
Z oun IS (T P Yr Pt 
ES Tearfulness 125 | 68 | 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Psychiatric disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Tension 421 
Terminal insomnia 68 
Thanatophobia 3 
C Thermophobia 4 
=> Thinking abnormal 361 | a | 59 | 
Ez Time perception altered 15 EE la 
N 
- Violence-related symptom 3 | 4 a 
2 Total: 77148 402 18332 53121 
3 | 24027 | 18332 | 59:20 | o2 | 27 | 
Q 
Q 
< System Organ Class 
9 Renal and urinary disorders 
o 
a 
Q Total # of 
< Preferred Term Spontaneous AE L 
D Acute kidney injury 835 
G Albuminuria 15 
2 Anti-glomerular basement membrane disease 6 
o Anuria 98 
hé 
Ad Atonic urinary bladder 1 
= Autoimmune nephritis 1 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Renal and urinary disorders Non Interventional Study 


Preferred Term nea AE dq 4 
Automatic bladder 1 Rl HE eae Bee ae DENEN 
Azotaemia me uc qucm ie — a of sp — 
Bence Jones proteinuria 1 a 

m Bilirubinuria RN SR [ET TEN EE T eds mm gm 

S Bladder cyst 1 [43i acq dq. dr 4E. 

C, Bladder dilatation &- [a_i] 

Qi Biadderdiscomfort m | e | s» | 2z | 5 | 

S Bladder disorder vr | *e | sa | 15 | s | 

Q Bladder diverticulum 1 E ee ee G E 

S Bladderdysfunction a joa f oue = cec e ae t] 

Ù Bladder fibrosis 1 ee ee a EE 

< Bladder hypertrophy Be rugs ce pee en 

Z ^ Bladderiritation a | 7 |» [| € | 2? | 

Bladder mass 1 oe ee ee S 

T Bladder necrosis 1 n = ai 

Š Bladder obstruction Sx | E I ae E 

S Bladder pain 104 — | s | s | so [| n | 

Ed Bladder prolapse 3 | e qoum c c ul 

2 Bladderspasm 23 | 2 | èe | 2 | 5 | 

S Bladder sphincter atony iea r4 (eae | a 2 

S. Bladdertamponade Ec i ee ee it = ae - 

Z Bladder ulcer 1 ERES 

g Bullous oedema of the bladder 1 ee) Wd su 

( ^ C3glomerulopathy sy MEE Iie c 9 

S Calculus bladder w | 31 | 4 | 4 | 6 | 

> Calculus urinary io cen | See Ce Se ces En ADT S ud 

Z Choluía af a ow wu Ea: H SE —— 3j 

3 

e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Renal and urinary disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Chromaturia 501 
Chronic kidney disease 140 
Costovertebral angle tenderness 10 a | 
N me , 
N Hig i 
U 
O PR 
Z oywa e21 
5 Focal segmental glomerulosclerosis 21 awa eee | 2 | 
> Follicular cystitis 1 
a i an rs 
Z Gomenionephits s 39] 4-7 
"oO "T 
ó Glomerulonephritis chronic 7 NEN EE REN 
[un 
2 Glomerulonephritis membranoproliferative 7 fe a Se ce 
Glomerulonephritis membranous 22 22 
= P er fo o So 
B Glomerulonephritis minimal lesion 59 ES D Sn a 
8 Glomerulonephritis proliferative 2 = a ee ee 
2 Glomerulonephritis rapidly progressive 32 mase = e 
o 
v Glomerulonephropathy 2 NEN EP SEE a S 
N Glomerulosclerosis 2 T XE NEM 
N 
N- 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Renal and urinary disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Glycosuria 6 

Goodpasture's syndrome 7 

Haematinuria 1 ERU 
= Haemoglobinuria 8 i= 
9 Haemorrhage urinary tract 93 mz 
N Henoch-Schonlein purpura nephritis 4 E 
e Hydronephrosis 23 NEN 
N Hypertensive nephropathy 2 ooo 
S Hypertonic bladder 35 19 -7] 
= Hypotonic urinary bladder 2 fi] 
7 IgA nephropathy 89 iS | 
- Immune-mediated cystitis 1 P| 
5 Incontinence 271 48 | 
9 Ketonuria 4 ie Z x] 
> Kidney congestion 6 
p. Were RE 
S Kidney enlargement 12 [t wo d 
< Kidney fibrosis 3 E 
D Kidney hypermobility 1 l5 -— | 

Ki Il 2 
P idney smal MEN 
2 Leukocyturia 40 [c 3] 

Loss of bladder sensation 11 
= | L 
2 Lower urinary tract symptoms 11 9 
8 Lupus nephritis 13 =n 
2 Mesangioproliferative glomerulonephritis 3 fem ——:] 
o 
Ez Micturition disorder 82 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Renal and urinary disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Micturition frequency decreased 8 

Micturition urgency 387 

Mixed incontinence 3 
C Myeloma cast nephropathy 1 
= Myoglobinuria 5 f 
S Nephroangiosclerosis 1 Lhe 
7 Nephrogenic diabetes insipidus 1 hn aa 
S Nephropathy ss Co f e 
a Nephrotic syndrome 290 |; db t] 
< Neurogenic bladder 20 ooo o 
D H 

ki 2 

B. en T 

Page kidne 1 1 
Z Pagekidney u END ENEUNN 
E Paroxysmal nocturnal haemoglobinuria 9 nan a 
2 Perinephric collection 1 neum 
o 
w Perinephric oedema 1 i — ul 
L i 
E Pollakiuria 949 | 199 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Renal and urinary disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Polyuria 234 

Postrenal failure 1 

Post streptococcal glomerulonephritis 1 ie— 0 
C Prerenal failure 17 IT) =e" 
= Proteinuria 255 30 | 1 f 3 | 
C. Pulmonary renal syndrome 2 E eee 
2 Pyelocalioctasis 4 eS 
= Renal aneurysm 3 Mi Ae ae HS 
N iosclerosi [zu S 
QI Renal arteriosclerosis 1 fs el fl 
& Renalartery dissection 1 O qe cx nus 
on : 
Z Renalartery stenosis e JE 
> Renal cortical necrosis 2 PEE ER ERE ERE 
Z Renal cyst haemorthage 2 aa aes ae eu] 
E i | ss EN 
S Renal disorder 289 63 4 | 8 | 
E OE L LC L 
B ee era fe pe ee eg 

Renal failure neonatal 1 7 ——= 9] i = al 
S Ea NEM DEN 
Gc cien. 1 [MK EE NENED eS ee es 
Q Renal haemorrhage 19 [o9 | o [| o ë | 
S Renal hypertension 2 ape pe 0 e — 
(o>) 
N 
vr 
C3 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Renal and urinary disorders Non Interventional Study 


Preferred Tem EREE AE 

Renal infarct 70 

Renal injury 20 

Renal ischaemia 11 
C Renal-limited thrombotic microangiopathy 2 Nm 
= Renal mass 6 fF a | 
9 Renal necrosis 3 [= +. | 
Q berl pain 1950 | 14 | 588 | 
Ez Renal tubular atrophy 1 I i 
ANI Renal tubular disorder 3 Ea 
S Renal tubular injury 3 
E Renal tubular necrosis 19 ER M 
3 Renal vascular thrombosis 7 
- Renal vasculitis 8 5 | a | 
5 Renal vein embolism 1 EEG oa I 
9 Renal vein occlusion 3 a | 
3 Renal vein thrombosis 20 | 8 
a Scleroderma renal crisis 2 Dr 2 | 
« Semenuria 1 HEEN DES 
b: Single functional kidney Hd REI 
Q Stress urinary incontinence 19 2 | 3 |] 
< Subacute kidney injury 1 mE ZTE 
E Tubulointerstitial nephritis 85 p“ s8 | 
G Waas nephritis and uveitis syndrome 2 ee i I 
re Ureteral disorder 1 I Ls 
= Ureteral wall thickening 1 za 
Z Ureteric dilatation 4 ete | 3 | 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Renal and urinary disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Ureteric obstruction 3 

Ureteric stenosis 3 

Ureterolithiasis 7 2 | 
EE Urethral intrinsic sphincter deficiency 2 1 2 3  — 
N " 
Z Urinary bladder haematoma ae a 
[ms 
Z nan hesitation 25 Eu oes 
=Z 
2 Urinary incontinence 751 | 38 | 148 403 
o 
Ez Urinary tract disorder 49 a | a |] 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Renal and urinary disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Urinary tract inflammation 46 
Urinary tract obstruction 12 
Urinary tract pain 27 
C Urine abnormality 105 
= Urine flow decreased 30 
9 Urine odour abnormal 136 
N Urinoma 2 
e Urogeni : 
= genital disorder 3 
N . 
QI Urogenital fistula 1 
M Urogenital haemorrhage 3 
U 
= Urothelium erosion 1 
<L Vesicoureteric reflux 1 
o 
Y Total: 13647 
ei 
O 
g System Organ Class 
5 Reproductive system and breast disorders 
a 
Ed Total # of 
otal # 0 — 
D Preferred Tem Spontaneous AE | _ 
> Abnormal uterine bleeding 114 
& Abnormal withdrawal bleeding 273 
Q 
< Acquired hydrocele 1 
D Acquired phimosis 3 
a Adenomyosis 62 
Q 
e Adnexal torsion 8 
o Adnexa uteri cyst 1 
hdd 
Aa Adnexa uteri mass 2 
= Adnexa uteri pain 660 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Reproductive system and breast disorders Non Interventional Study 


Total # of 
Spontaneous AE 


Eae i 


Preferred Term 


Asherman's syndrome 1 
(C Aspermia 2 |; —— 1 
= Asthenospermia 2 EERENE |: m | 
S Atrophic vulvovaginitis 6 p c 
N Azoospermia 3 NCONN ae EU EN 
C Balanoposthitis 26 CEN ERE: ERU 
Qi — Bartholin's cyst H NE ENUNE DE [d 
S Benign prostatic hyperplasia 32 E UE EG Se ee] 
9 — Bleeding anovulatory 3 Es aa NEMNE MENS 
< Breast atrophy 11 EE a et ee 
Z Breastcalcifications 3 i a a a E 
B Breastoyst 134 | 39 | 49 | n EE 
S niee: 79 | aa | a | HT NEN 
Z Breastdscolouration 8 Ce ee d: — ta 
S. Breast discomfort 496 | 78 | tet RENE ERN 
Z Breast disorder 74 a S 
2 Breet corer tamale 20 [o8 | 4 | a ae 
D Breast disorder male 1 le tre GENES Paes 
S. Breastdysplasia 2 Eae ae mp 
Z Breast engorgement 188 117 i i 
= Breast enlargement 566 | 6 | 22 | 
8 Breast fibrosis 2 a nau 
e Breast haematoma 27 ior 71 Ea 
= Breast napa 11 ERE 
KS Breast hyperplasia 6 D» a d n 
o 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Reproductive system and breast disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Breast induration 43 

Breast inflammation 233 

Breast mass 534 
C Breast milk discolouration 21 
5 Breast milk odour abnormal 6 
C Breast pain 5296 1697 | 4108 | 
N " 
S Breast tenderness 897 | 30 | 76 | 
oO F 
5 Breast ulceration 3 Moa j ao] 
Z roaa 2 
> Cervical polyp 6 2 
o M a ZEE 
Z Cenicenargoment ie E 
OH " 

Cervix h t teri 1 
E  Cervichaemetema terne Co rs 
2 Cervix haemorrhage uterine 12 ie 3] 

Cervix inflammation 3 2 
2 a * 
Q Cenik oedema 3 UE 
8 Clitoral engorgement 2 REED NB 
e ; R 
= 
e 
[92] 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Reproductive system and breast disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Dyspareunia 28 
Ectropion of cervix 8 
Ejaculation delayed 1 
C Ejaculation disorder 20 
=> Ejaculation failure 20 
9 Endometrial atrophy 5 o2 J 2 |] 
N < . 
Endometrial hypertroph 1 
3 ial hypertrophy o csse M e 
S Endometrial hypoplasia 3 Mog a 3o o 
Z Endometialthickening 44 Ba e | | 
7 Endometriosis 371 pe 
5 Epididymal cyst 4 a i 3t 
Wy. Epididymal daa: 1 TET ENS DR RNC ERE 
> Epididymal enlargement 1 
p. Sneg | duel 
S. Epididymal tendemmess 4 eS er ee RNC ERES 
Z Erectile dysfunction 508 Hl. o ae ae uen 
Re) H H 
D Erection increased 25 ow | æ | fo o o | 
Fallopi i 7 
S ueneecien 2 penc el 
Female reproductive tract disorder 10 7 
Z ; [xp he ES 
= Female sexual arousal disorder 1 aan 
8 Female sexual dysfunction 5 n 
S Fibrocystic breast disease 13 a | 
- Foreskin oedema 1 I AJ 
C alactorrhoea 
< 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Reproductive system and breast disorders 


Preferred Term 


Galactostasis 

Genital anaesthesia 
Genital blister 

Genital burning sensation 
Genital cyst 

Genital discharge 
Genital discolouration 
Genital discomfort 
Genital disorder 
Genital dysaesthesia 
Genital erosion 

Genital erythema 
Genital exfoliation 
Genital haemorrhage 
Genital hyperaesthesia 
Genital hypoaesthesia 
Genital lesion 

Genital macule 

Genital odour 

Genital pain 

Genital paraesthesia 
Genital rash 

Genitals enlarged 
Genital swelling 
Genital tract inflammation 
Genital ulceration 


Gynaecomastia 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


= 
Q 
a 


= 
N 


N 


= 


28 


a 


= 


= 
N 


[9] 
wo 
e 


N 


ID EM 
= 
E 
Lm cs 
pe 
E D 
Es 
NECEM 
ME, 
| 130 | 
Low =I 
[. 8e | 
[3 
NE 
O 
L 
| 0 
HEN 
a 
= 
NE T 


= 
= 


Pfizer, Confidential 


Page 326 of 393 
As of Date: 21-JUN-2022 


Page 1146 


ba, Page 327 of 393 
A. P fizer As of Date: 21-JUN-2022 


System Organ Class 
Reproductive system and breast disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Haematosalpinx 1 
Haematospermia 48 
Haemorrhagic breast cyst 2 
C Haemorrhagic ovarian cyst 20 npn 
= Heavy menstrual bleeding 30500 11206 
S. Hydrometra 3 p 
N Hydrosalpinx 5 o 
Ez Hypomenorrhoea 2857 | 0017 | 2457 
N Inadequate lubrication 1 i’. orl 
S Infertility is ye ie 
C? Infertility female 29 Oon | 
7 Infertility male 3 F 
- Intermenstrual bleeding 13818 | 5683 | 
5 Labia enlarged 6 aa 
9 Lactation disorder 127 | 8 | 
> Lactation puerperal increased 49 24 
5 | Le 
S Male sexual dysfunction 1 EN 
< Mammary duct ectasia 6 
Re) H 
© Mastoptosis 2 lit =] 
M hagi 4 4 
E lenometrorrhagia 83 
2 Menopausal disorder 10 
Menopausal symptoms 259 92 
s pausal symp | | 
E Menopause delayed 6 lie sa i] 
o Menstrual discomfort 1419 | 792 O| 
C Menstrual disorder 24427 11706 22067 
o 
w Menstruation delayed 15101 4554 12689 3 
S y | 4554 | 1289 | 3 | w% | 
e Menstruation irregular 16535 6487 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term isst il AE 

Metrorrhoea 3 

Nipple disorder 29 

Nipple enlargement 2 
(C Nipple exudate bloody 10 
5 Nipple inflammation 20 5 | 6e |] 
CL ^ Nippleoedema 2 ae ae a Re 
Q Nipple pain 325 | 49 | 95 | IE MEE EK 
C Nipple swelling 51 [e | s | ERE: IE 
9 Nectumal mission 3 aes m3 xps 
6  Noninfective epididymitis 1 prx EET PENES 
C» ^— Noninfeclive oophoritis 25 Os aaa GENE as 
Z Oedemagenital 21 [o9 a] E 
2 Oligoasthenoteratozoospermia 1 EE NEM [a ay 
B  Oligomenorhoea 3716 | 325 | n H RES 
a Olgospermia 3 ae ae wed NETS NEN 
S Orchilsnoninfeciive 20 6e | 5 | E LR 
& Organic erectile dysfunction 17 ET i eat FREE 
E Ovarian atrophy 1 [zc Opp der d ENSE TOI 
G uaan cyst 272 | w3 | 9 | es E S 
B daan cyst ruptured 49 L 3 NN: RI 
D. ^ Ovarian cyst torsion Cep am | e d 
Z ovarian disorder 22 IE 9 EMEN DERE 
9 Ovarian enlargement 15 o4 | 4 | 
8 Ovarian failure 17 Ea Ea 
2 Ovarian haematoma 1 Ee Sas 
= Glut ve 18 NECEM NE 
Es Ovarian hyperfunction 1 | - un 
o 
Oo 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Reproductive system and breast disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Ovarian hyperstimulation syndrome 1 
Ovarian mass 4 
Ovarian necrosis 2 
C Ovarian oedema 1 
= Ovarian prolapse 2 | 
o Ovarian rupture 1 aa 
N Ovarian vein thrombosis 16 mz 
e , A 
= Ovulation disorder 110 a 
N " " 
EN Ovulation pain 376 fl 
Painful ejaculation 5 
5 Painful erection 7 ooo 
7 Pelvic adhesions 1 HEN 
- Pelvic congestion 4 P| 
5 Pelvic cyst 1 IEEE! 
E Pelvic discomfort 35 BERE 
> Pelvic floor muscle weakness 
o i. Ea 
S Pelvic fluid collection FE 
Ed Pelvic haematoma EE 
"Oo H 
© Pelvic haemorrhage 26 el 
Pelvi l 3 
q elvic organ prolapse P| 
2 Pelvic pain 1170 874 EE GN 
Penile blister 7 ED oe l DEB 
o 
v- Penile discomfort 5 E DM EE fo e 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Preferred Term oi AE dq o ë L 
Penile erythema DIEN mea HE eS ee SZ OE ee ee Se 
Penile exfoliation x ME e e a i o 
Penile haematoma a o fono [o9] 

= Penile haemorrhage 12 

= preis oedema 5 | 2 | e | 4 | 

S Penile pain 33 ae EE d 

Q Penile rash Be E pce c HE 

G Penile size reduced 6 mn ia i | 

QN Penile swelling 25 4 | o | 5 | 

S Penile vascular disorder 3 aan es ss 

2 Penile vein thrombosis 12 Ewe | a2 a 

T Penis disorder Wo quor eeu end 

= Perineal disorder ee Cee ee ee a s 

B reed erythema re ieee (eee) (ee) 

Ty Petneal pain iB. ome eee | ee DD 

Perineal rash 2 Eo opa 

a Perineal ulceration 2 ln cp f 2 ed 

Z Peyronie's disease w | 2 | 4 | 3 | 

m Plasma cell mastitis 3 a 

< Polymenorrhoea 10668 336 896 

T n . . 

g Poor milk ejection reflex 14 eoe (ee ee 

8 Postmenopausal haemorrhage 2703 EL. l 

e Premature follicular ripening 1 |. BSS SSS 

= Premature d 62 | 09 [| 3») | z | 

ES Premature ovulation 27 | 1 | 23 | %0 | 

e 

(o>) 

e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Reproductive system and breast disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE A lo o 
Premenstrual dysphoric disorder 47 me - 
Premenstrual headache 46 a o T 
Premenstrual pain 632 492 a) 
C Premenstrual syndrome 1075 
= Priapism 20 5 | 
9 Prostate tenderness 1 IEEE 
N Prostatic atrophy 1 n 
= Prostatic calcification 1 |- 9] 
N " 
A Prostatic cyst 2 i Gl 
Prostatic disorder 15 
e : NECHE 
5 Prostatic haemorrhage 1 hc n 
7 Prostatic obstruction 1 iz] 
- Prostatic pain 8 Ea 
5 Prostatism 1 al 
E Prostatitis 106 
> Prostatomegaly 19 2 | 
o 
S Pruritus genital 71 BENE 
< Red breast syndrome 1 Ea 
Re) H H 
o Reproductive tract disorder 7 LY 
Retracted nippl 3 2 
2 Retrograde menstruation 10 
Scrotal angiokeratoma 2 ie >= = 9] 
D : "m 
2 Scrotal dermatitis a 
© Scrotal discomfort 4 
2 Scrotal disorder 3 Drs 
o 
Y Scrotal erythema 11 las ea] 
C crotal exfoliation 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Reproductive system and breast disorders 


Preferred Term 


Scrotal haemorrhage 
Scrotalinflammation 

Scrotal irritation 

Scrotal oedema 

Scrotal pain 

Scrotal swelling 

Scrotal ulcer 

Scrotum erosion 

Semen discolouration 
Sexual dysfunction 
Shortened cervix 

Spermatic cord haemorrhage 
Spermatic cord obstruction 
Spermatocele 

Spontaneous ejaculation 
Spontaneous penile erection 
Superovulation 

Suppressed lactation 
Testicular appendage torsion 
Testicular atrophy 
Testicular cyst 

Testicular disorder 
Testicular haemorrhage 
Testicular hypertrophy 
Testicular infarction 
Testicular mass 


Testicular microlithiasis 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 


* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Preferred Term ahes AE ey 
Testicular necrosis io is === ib et eile all> = i cis >i 
Testicular oedema Be dl SNe Say ae = dB — 
Testicular pain 385 275 
C Testicular retraction 2 NX EN eee eee 
= Testicular swelling 96 | 30 | z | e | 
o Testicular torsion 9 |49. es 9-4 
A Testis discomfort 15 || s- qno nose] 
Ez Thrombosis corpora cavernosa 1 ae s — S 
N Uterine adhesions 1 oa oo f O) 
S Uterine cervix hyperplasia 1 le Sn an 
© Uterine cyst 13 O ap sce gode 
T Uterine disorder 26 ee oe EN 
2 Uterine enlargement 13 | 5 | 2 [| 8 | 
5 Uterine haematoma 6 2 |J 4 | 4 | 
G Uterine haemorrhage 248 oas eo ves 
3 Uterine inflammation 36 æ | 7 | % | 
& Uterine ischaemia 1 nl 
E Uterine malposition 2 E i a ee 
G Usine mass 3 as ai f 2 | 
6 Uterine pain 302 | 6€ | 1 | am | 
Q  Uterine polyp 42 oa | o | 17 
Z gaiis prolapse 4 [xxv pe — 
8 Uterine tendemess 8 ee ee ae 
S Vaginal cyst 10 [CAE oe Tum 
ES oue consue 517 177 
E Vaginal disorder 12 2 | 32 ] 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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e Pfizer 


System Organ Class 


Reproductive system and breast disorders 


Preferred Term 


Vaginal erosion 

Vaginal fistula 

Vaginal haematoma 
Vaginal haemorrhage 
Vaginal lesion 

Vaginal mucosal blistering 
Vaginal odour 

Vaginal oedema 
Vaginal polyp 

Vaginal prolapse 
Vaginal ulceration 
Varicocele 

Varicose veins pelvic 
Varicose veins vaginal 
Varicose veins vulval 
Vulva cyst 

Vulval disorder 

Vulval eczema 

Vulval haematoma 
Vulval haemorrhage 
Vulval oedema 

Vulval ulceration 

Vulvar dysplasia 

Vulvar erosion 
Vulvovaginal burning sensation 
Vulvovaginal discomfort 


Vulvovaginal disorder 


Total # of 
Spontaneous AE 


* |=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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; Page 335 of 393 
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System Organ Class 
Reproductive system and breast disorders 
Preferred Tem Er AE 
Vulvovaginal dryness 63 
Vulvovaginal erythema 18 
Vulvovaginal exfoliation 1 
Vulvovaginal inflammation 22 
Vulvovaginal pain 215 
Vulvovaginal pruritus 78 
Vulvovaginal rash 8 
Vulvovaginal swelling 39 
Vulvovaginal ulceration 6 
Withdrawal bleed 43 

Total: 178353 


System Organ Class 


Respiratory, thoracic and mediastinal disorders Non Interventional Study 


Preferred Term er beady AE 
Acquired diaphragmatic eventration 4 
Acute chest syndrome 4 
Acute lung injury 4 
Acute pulmonary oedema 147 
Acute respiratory distress syndrome 258 
Acute respiratory failure 309 
Adenoidal disorder 20 
Adenoidal hypertrophy 2 
Agonal respiration 10 
Allergic bronchitis 6 
Allergic cough 31 
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* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Respiratory, thoracic and mediastinal disorders 


Total # of 

Preferred Tem Sptantaniedus AE 

Allergic pharyngitis 4 

Allergic respiratory disease 6 

Allergic respiratory symptom 21 
C Allergic sinusitis 12 
= Alveolar lung disease 5 f 
SD Alveolar proteinosis ie x MERE 
NE m o [ e| m | | 
D meaa EN Rc Tu (E 25 NN 
2 Aspiration 103 |o v | vs | — | 
5 Aspirin-exacerbated respiratory disease 2 EE oa ee 
3 Asthma-chronic obstructive pulmonary disease overlap synd 3 ee DER ee ee 
a Asthma exercise induced 23 
Z neee I EE S 
C Asthmaticcrisis 237 27 gu -- 
Q Autoimmune lung disease 4 pa Es 
Z Bendopnoea 1 ae ee TE 
8 Brief resolved unexplained event 1 Ea kee le 
o ; i 
S Pang dysplasia U HE oup p occi 
E Bronchial haemorrhage 4 | Es duc Joo 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Bronchial hyperreactivity 51 

Bronchial irritation 15 

Bronchial obstruction 20 
C Bronchial oedema 4 ooa 
= Bronchial secretion retention 18 | 8 | 
o Bronchial wall thickening 13 s | 
N Bronchiectasis 44 OoOo“ | 
= Bronchitis chronic 26 NIE 
N 
QI Bronchopleural fistula 1 Ea 
S Bronchopneumopathy 24 | 15 | 
on : 

5 Bronchopulmonary disease 2 il 
7 Bronchopulmonary dysplasia i 
- Bronchospasm 802 
5 Bronchostenosis 23 aa | 
E Catarrh 172 | 44 | 

> Cheyne-Stokes respiration 6 

o oN EE 

S Childhood asthma 2 I^ c d 
Ed Choking 231 
m Choking sensation 284 133 

3 Chronic hyperplastic eosinophilic sinusitis 1 

[un 

Q Chronic obstructive pulmonary disease 356 
< Chronic respiratory disease 7 
-— 

E Chronic respiratory failure 15 
8 Combined pulmonary fibrosis and emphysema 1 
C Cough 26605 
o 

b Cough decreased 5 

Es Cough variant asthma 46 
= 
e 
Oo 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Cyanosis central 3 
Cyanosis neonatal 
Cystic lung disease 4 
C Dependence on respirator 13 
S Diaphragmatic abnormal relaxation 1 SSS Ee 
N Diaphragmatic disorder 22 D xa 5 d 
e Diaphragmatic paralysis 10 EET = aa 
N . . 
QI Diaphragmatic rupture 1 mE ER 
S Diaphragmatic spasm 17 
S Diaphragm muscle weakness 3 m qa - 7 
2 Diffuse alveolar damage 8 sae i 
- Diffuse panbronchiolitis 1 ELEME EE 
2 Dysaesthesia pharynx 3 
Z D y E —— 
S.  Dysphonia 2802 | S5 f 4 
Ed Dyspnoea 56775 22303 14791 
Ñ  Dyspnoea at rest 255 95T 
6 Dyspnoea exertional 2846 | 1255 | 79 | 
Q Dyspnoea paroxysmal nocturnal 24 paa | 2 |] 
Ear, nose and throat disorder 3 2 1 
Z H f| 1 | 
2 Eosinophilic bronchitis 2 mee EXER 
P Eosinophilic pleural effusion 2 NEC DE 
ES Eosinophilic pneumonia 32 a l 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Eosinophilic pneumonia acute 4 
Eosinophilic pneumonia chronic 3 
Epiglottic oedema 19 
Epistaxi 5371 
C pistaxis 
= Gasping syndrome 2 
o Glottal incompetence 1 
N a 
N Granulomatous pneumonitis 1 
e Grunting 41 
ANI Haemoptysis 593 329 264 
[e] 
Haemothorax 11 
oi. oH ES EN GNI 
- Hyperactive pharyngeal reflex 6 2 | 
3 Hypersensitivity pneumonitis 23 aa 
a Hyperventilation 1130 
Z Hypocapni 1 Ca] 
m Hypopnoea 383 216 167 
ó Hypoventilation 95 
i 
Q . 
Q Hypoxia 599 
«C Idiopathic interstitial pneumonia 2 
=Z 
B Idiopathic pulmonary fibrosis 23 
8 immune-mediated lung disease 6 
2 Increased bronchial secretion 59 
o F ; 
v Increased upper airway secretion 166 
Es Increased viscosity of bronchial secretion 19 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Increased viscosity of upper respiratory secretion 102 

Infantile apnoea 2 

Interstitial lung disease 340 
C Intranasal hypoaesthesia 9 
= Intranasal paraesthesia 20 2 d 
9 Irregular breathing 89 [- 38. 7] 
e Laryngeal discomfort 156 | 48 | | 108 | 

Laryngeal dyspnoea 9 
Gi Laryngeal dysp i9. ] E 
S Laryngeal erythema 3 ne PEN 
Z Laryngeal haematoma 3 RATE 
7 Laryngeal haemorrhage 2 [25.3] E 
5 Laryngeal inflammation 37 s 
w^ lange nes 2 EN EE UEM 
3 Laryngeal obstruction 21 HEN 
Z Langen pain 79 [9 
"oO H 
6 Laryngeal ulceration 1 n FEEEN 
Z Lannoospasm is 
=Z 
2 Laryngotracheal oedema 1 EA] i= = = 4] 
Larynx imitation 73 
S  Loefierssyndrome 3 m EN EM 
o 
- Lower respiratory tract congestion 69 31 38 
D ann E BECA UH 
LC Lower respiratory tract inflammation 4 a 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Spontaneous AE 

Lung consolidation 32 

Lung cyst 3 

Lung diffusion disorder 8 
C Lung disorder 749 
= Lung hernia 1 Wy 
9 Lung hyperinflation 19 EU m 
Qi ^ Lunginfitration 129 | aes | [o9 |o | 
C ^ Lung opacity 102 afo o 
9 Lung peroration 1 EON MEE DE Page 
S Meconium aspiration syndrome 2 EMI ERIT: E S 
S Mediastinal cyst 1 E Oo o T 
T Mediastinal disorder 7 ETE pepe gp c 
Z ^ Mediastinal effusion s] px 
& Mediastinal haematoma 1 E Ca ge ce 
73 Mediastinal haemorrhage 3 L NEN NE ERE 
Z Mediastina mass 5 EES C ca 
S Middle lobe syndrome 2 | | a ae a ee 
Z Mouth breathing 20 | 10 ER a HS 
9 Multifocal micronodular pneumocyte hyperplasia 1 — i] ER NM i i 
D Nasal cavity mass 1 Mee a N 
S. Nasalcongestion 4057 | 63 | 394 | 6 | 3 | 
Z Nasal crusting 23 Ete 2] omo fo o o 
Q Nasal cyst 3 E =i 
8 Nasal discharge discolouration 19 
2 Nasal discomfort 421 | 89 | 
E Nasal disorder 52 | 06 | 
= Nasal dryness 181 Ea 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders 
Preferred Term PRA cao d AE 
Nasal inflammation 52 
Nasal mucosa atrophy 1 
Nasal mucosal blistering 2 |«— — 
C Nasal mucosal discolouration 1 = 
= Nasal mucosal disorder 23 9 | 
9 Nasal mucosal erosion 2 [: —-1 
N Nasal mucosal hypertrophy 1 n 
G Nasal mucosal ulcer 2 =| 
N Nasal mucosa telangiectasia 1 i. a 
M Nasal necrosis 1 is = 
o Nasal obstruction 129 oa 
L Nasal odour 9 
2 Nasal oedema 148 
5 Nasal polyps 13 
g Nasal pruntus 137 29 | 
3 Nasal septum deviation 8 ERN 
a Nasal turbinate abnormality 1 pr ad 
< Nasal turbinate hypertrophy 7 ETE 
b: Nasal ulcer 11 
ó Nasopharyngeal reflux 1 
a Neonatal anoxia 2 EE 
«C Neonatal asphyxia 6 [n -— s] 
een | ee eee 
o yspnoea 
Y Neonatal pneumothorax 3 a Rs 
N Neonatal ee acidosis 1 in aum as et 3 
N 
G 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Respiratory, thoracic and mediastinal disorders 


Preferred Term 


Neonatal respiratory distress 
Neonatal respiratory distress syndrome 
Neonatal respiratory failure 
Neonatal tachypnoea 

Noctumal dyspnoea 
Non-cardiogenic pulmonary oedema 
Obliterative bronchiolitis 

Obstructive airways disorder 
Obstructive sleep apnoea syndrome 
Organising pneumonia 
Oropharyngeal blistering 
Oropharyngeal cobble stone mucosa 
Oropharyngeal discomfort 
Oropharyngeal oedema 
Oropharyngeal pain 

Oropharyngeal plaque 
Oropharyngeal spasm 
Oropharyngeal swelling 

Orthopnoea 

Painful respiration 

Paranasal cyst 

Paranasal sinus discomfort 
Paranasal sinus haemorrhage 
Paranasal sinus hypersecretion 
Paranasal sinus hyposecretion 
Paranasal sinus inflammation 


Paranasal sinus mucosal hypertrophy 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
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* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Pharyngeal cyst 3 
Pharyngeal disorder 82 
Pharyngeal dyskinesia 1 NEED 
N Pharyngeal hypoaesthesia 253 a [| z | 164 
S Pharyngeal inflammation 143 
3 Pharyngeal leukoplakia 1 c ia 
9 Pharyngeal paraesthesia 518 
3 Pharyngeal stenosis 22 2 l 
a Pharyngeal swelling 2709 | 1085 | 36 | 
< Pharyngeal ulceration 46 | 1 | 3 | 
Re) H 
Pickwicki 2 2 
Bo eme Ee 5] 
Pleural adhesion 1 
= HE T HS 
LO ] 
o 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Pleural thickening 18 
Pleurisy 416 
Pleuritic pain 375 ea ail 
N " 
À Productive cough 1702 499 373 2 | EE 
Prolonged expiration 10 
3 ged exp EMEN PEE: 
5 Pulmonary air leakage 1 3p 
3 Pulmonary alveolar haemorrhage 46 ee aaa 
- Pulmonary arterial hypertension 30 nn | 
5 Pulmonary artery dilatation 7 ONEESE LEES! 
9 Pulmonary artery occlusion 5 DEBE ERN 
> Pulmonary artery thrombosis 38 
S E i pua] 
S Pulmonary calcification 4 ay |r 
< Pulmonary cavitation 3 ooo dle i 
Re) H 
D Pulmonary congestion 198 a A] 
3 Pulmonary embolism 7227 24 | s | 
[un 
2 Pulmonary eosinophilia 1 Du dt. i 
Pulmonary fibrosis 81 3 3 
E y NECS ee ON 
B Pulmonary granuloma 10 
8 Pulmonary haematoma 1 
2 Pulmonary haemorrhage 44 
o v 
S Pulmonary hilum mass 2 
Pulmonary hypertension 131 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Respiratory, thoracic and mediastinal disorders 

Preferred Tem bez AE 

Pulmonary hypertensive crisis 2 

Pulmonary hypoperfusion 5 

Pulmonary infarction 304 
C Pulmonary mass 112 
= Pulmonary microemboli 12 
9 Pulmonary necrosis 2 
N Pulmonary oedema 542 
e Pulmonary pain 1059 
N Pulmonary pneumatocele 1 
S Pulmonary sarcoidosis 25 
E Pulmonary sensitisation 4 
L Pulmonary thrombosis 327 
e Pulmonary toxicity 7 
5 Pulmonary vascular disorder 3 
oO Pulmonary vasculitis 6 
o Pulmonary veno-occlusive disease 1 
S Pulmonary venous thrombosis 6 
< Rales 170 
m Reflux laryngitis 9 
5 Respiration abnormal 656 
a Respiratory acidosis 46 
< Respiratory alkalosis 47 
E Respiratory arrest 372 
8 Respiratory depression 41 
e Respiratory depth decreased 11 
= Respiratory depth increased 1 
Ez Respiratory disorder 1158 
e 
3 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Respiratory, thoracic and mediastinal disorders 


Preferred Term 


Respiratory disorder neonatal 
Respiratory distress 
Respiratory failure 

Respiratory fatigue 
Respiratory fremitus 
Respiratory gas exchange disorder 
Respiratory muscle weakness 
Respiratory paralysis 
Respiratory symptom 
Respiratory tract congestion 
Respiratory tract haemorrhage 
Respiratory tract inflammation 
Respiratory tract irritation 
Respiratory tract oedema 
Restrictive pulmonary disease 


Reversible airways obstruction 


Rheumatoid arthritis-associated interstitial lung disease 


Rheumatoid lung 
Rhinalgia 

Rhinitis allergic 
Rhinitis atrophic 
Rhinitis perennial 
Rhinorrhoea 

Rhonchi 

Sinonasal obstruction 
Sinus congestion 


Sinus disorder 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Sinus pain 619 
Sinus polyp 6 
Sleep apnoea syndrome 147 a | 
=> Sneezing 2285 
N Sputum decreased 1 E 
Ez Sputum discoloured 89 | 10 
N " 
A Sputum increased 72 19 | 
Sputum retention 40 
S | Oe | 
5 Status asthmaticus 11 I:- 1] 
ZZ Stridor 282 
5 Suffocation feeling 306 
9 Systemic sclerosis pulmonary 1 IDEEN 
> Tachypnoea 906 
S Z Ig un 
a Thoracic haemorrhage 3 ie 
E Throat clearing 82 
D Throat imitation 3560 | 8602 | 
Th lesi 1 
P roat lesion 5 EEG 
2 Throat tightness 3462 
Tonsillar cyst 2 Sa 
E ne 
E Tonsillar disorder 51 o6 | 
o Tonsillar erythema 32 aa 
S Tonsillar exudate 2 n 
w Tonsillar haemorrhage 5 
E | o [p uoo Wi 
LC Tonsillar hypertrophy 394 | 69 | 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Tonsillar inflammation 97 

Tonsillar ulcer 6 

Tonsillolith 12 i} Be =] 
C Tracheal calcification 1 [nam = il 
e c s 
A L 
A Tracheal oedema 9 NEL Hn: 
oO : 
- Transient tachypnoea of the newborn 1 [wn EEG 
3 Upper respiratory tract congestion 145 oo 32058 7 3 
Z Upper respiratory tract iritation s pue cm 
OH " 

Vasomotor rhinit 5 i — 1 
Z Vocal cord atrophy Pas] GG HSH S 
=Z 
Q Vocal cord cyst 1 IBN dem 
G | L 
C 44 L 
S Vocelcond dysfunction 16 Le pc de c. 
x; Vocal cord inflammation 13 eee =| Capo ee 
E Vora cord thickening 4 NE EE [asep Ww. 3 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Respiratory, thoracic and mediastinal disorders Non Interventional Study 
Total # of 
Spontaneous AE 


Preferred Term 


pu 
- 

5 System Organ Class 

e Skin and subcutaneous tissue disorders 
S Total # of Eg 

N Preferred Term SpontaneousAE| p d a : 

S Acentholysis ae ees ee eee po 
ù Acanthosis 2 EAE qe HT 
=] E 

< dala iiia 1 fF i i gu E 
2 Achromotrichia acquired 3 aa 2 | Im EE HRS: 
c Acne 1219 | 6 | zo [| 49 | EE | EE ME 
O Acnecongobaia EN RECEN NET UNE Ee p c 
S wae |e | e [| 22 | 8 | HERZ MRNA 
= Acquired epidermolysis bullosa 4 |: we oa ae [—— XE —23 
Q Acquired perforating dermatosis 1 ooo ee ee a 
Z eoan 2 LL HT CERE 
Z Aclinickerotosis e | ITH re ERE H 
a Acute cutaneous lupus erythematosus 6 nal III 
Ed Acute febrile neutrophilic dermatosis 37 8 | | ay | | | DENS EE 
D Acute generalised exanthematous pustulosis 44 |o | 4 | | GNE DENS 
S  Adiposis dolorosa EE RAE ERE ERIT MEIN FERE 
$ Alopecia 4330 | 358 | NE ON NE D 
D Alopecia areata 501 | 6 — 370 D Ld. o zd 
© Alopecia scarring S eae (SRP e zeae (I a (| ET 
Z Alopecia totalis m. es een E HE a a T 
Q 

O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Alopecia universalis 26 
Androgenetic alopecia 18 
Angiodermatitis 2 
C Angioedema 2554 
= Angiokeratoma 1 
9 Angiolymphoid hyperplasia with eosinophilia 2 
N Anhidrosis 16 
e Aquagenic pruritus 1 
ANI Aquagenic wrinkling of palms 2 
[e] : 
G Argyria 1 
= Aseptic pustule 1 
L Asteatosis 1 
o 
- Autoimmune blistering disease 4 
5 Autoimmune dermatitis 5 
9 Blister 2499 
3 Blister rupture 15 
a Blood blister 142 
E Brachioradial pruritus 2 
Re) H H 
D Bromhidrosis 
6 Brow ptosis 4 
Q Bullous haemorrhagic dermatosis 15 
< Butterfly rash 43 
= 
= Cafe au lait spots 1 
‘8 Cepillaritis 18 
2 Cellulite 7 
PT Chloasma 9 
~ Chronic cutaneous lupus erythematosus 25 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Chronic pigmented purpura 20 

Chronic spontaneous urticaria 60 

Circumoral oedema 33 
E Circumoral swelling 69 
=> Cold sweat 4193 
S. Codurticaria 68 
N Confluent and reticulate papillomatosis 2 NEN 
e Cullen's sign 1 aa 
N . 
N Cutaneous contour deformity 3 aa 
S Cutaneous lupus erythematosus 10 ERE 
oO ee 
5 Cutaneous sarcoidosis 18 fi. 
7 Cutaneous symptom 67 | 10 
- Cutaneous vasculitis 247 P| 
5 Cutis laxa 1 al 
> Decubitus ulcer 55 5 | 
o 
S Dermal cyst 58 | 19 
Z Dermatitis 904 
© Dermatitis acneiform 140 | 48 

D titis allergi 1223 239 
q ermatitis allergic | 23 | 
2 Dermatitis atopic 318 | æ 11 

Dermatitis bullous 306 L 
D - 
2 Dermatitis contact 185 | 85 | 
o Dermatitis diaper 11 
2 Dermatitis exfoliative 19 p= ==] 
Y Dermatitis exfoliative generalised 65 = 
C ermatitis herpetiformis 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 

Dermatitis psoriasiform 70 

Dermatomyositis 96 

Dermatosis 42 EL 
= Diabetic ulcer 1 haa 
C, diabetic wound 1 ar] 
N Diffuse alopecia 110 
e Diffuse cutaneous mastocytosis 2 NEN 
N Digital pulpitis 2 2 | 
S Drug eruption 411 
E Drug reaction with eosinophilia and systemic symptoms 39 | 39 | 
7 Dry skin 1140 
- Dyshidrotic eczema 115 aa | 
5 Ecchymosis 554 maa | 
E Eczema 2743 
> Eczema asteatotic 30 EE ZR 
2 LA rn 
S Eczema infantile 6 EIN 
< Eczema nummular 64 
OH H 
D Eczema vesicular 10 

E i 22 7 
B  Eozema vespino =a 
2 Eosinophilic cellulitis 14 a | 

Eosinophilic pustular folliculitis 3 
Z rte E 
E Ephelides 6 E- 
D Epidermal necrosis 8 a | 
e Epidermolysis 3 a | 
o 
= Erythema 21900 4483 
Cena ieee = 
N Erythema ab igne 1 Ho - 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Erythema annulare 24 
Erythema elevatum diutinum 2 
Erythema marginatum 2 
C Erythema multiforme 496 
= Erythema nodosum 339 
9 Erythematotelangiectatic rosacea 2 ERE 
Có  Enfhoels 13 [om |o So 
QI Excessive granulation tissue 3 er AwEPO 0 
oO : ; 
7 Fixed eruption 26 | o9 | lj — | 
> Fracture blisters 1 
2 eS cu 
[es 
< Generalised bullous fixed drug eruption 3 o ES cub 5] 
Uo 
[un 
Q x " 
S onse s cq T i 
Haematidrosis 1 1 
= ERE NEC: ST 
E Haemorrhage subcutaneous 260 
8 Haemorrhage subepidermal 2 
e Haemorrhagic urticaria 5 
o 
» Haemosiderin stain 2 
Es Hair colour changes 46 
= 
e 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 


Page 1174 


Pfizer, Confidential 


- T Page 355 of 393 
*. P i: fizer As of Date: 21-JUN-2022 


System Organ Class 
Total # of 

Preferred Tem Poaza AE 

Hair disorder 42 

Hair growth abnormal 63 

Hair growth rate abnormal 2 
= Hair texture abnormal 59 a | a | 
© Hand dermatitis 91 a ka 
G Henoch-Schonlein purpura 160 | 405 laa [| s | 
[e] : D 
S denie 61 | 2:3. | s | æ 
5 Hypersensitivity vasculitis 54 aall 
Z pardoa i ee HR Cae 
D Idiopathic angioedema 6 EE foo 
Z gas dermatitis 1 Se o e o 
D ingrowing rail s [MERE e 90 
G ana 3 a O 5 
2 Interstitial granulomatous dermatitis 2 mmm mE 
o : 
Ischaemic skin ulcer 2 2 | |] 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Skin and subcutaneous tissue disorders 


Preferred Term 


Itching scar 

Jessner's lymphocytic infiltration 
Keloid scar 

Keratoderma blenorrhagica 
Keratolysis exfoliativa acquired 
Keratosis pilaris 

Koebner phenomenon 
Koilonychia 

Lentigo 

Leukoderma 

Leukoplakia 

Lichenification 

Lichenoid keratosis 

Lichen planopilaris 

Lichen planus 

Lichen sclerosus 

Lichen striatus 

Linear IgA disease 

Lipoatrophy 

Lipodystrophy acquired 
Lipohypertrophy 

Livedo reticularis 

Lividity 

Lupus miliaris disseminatus faciei 
Lymphomatoid papulosis 
Macule 


Madarosis 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Mechanical urticaria 159 
Mechanic's hand 1 
Melanoderma 
=> Miliaria 249 
N : 
N Mucocutaneous disorder 2 |- J m 
2 Mucocutaneous haemorrhage 3 | - a 
N 
e Mucocutaneous rash 2 za J a |] 
Mucocutaneous ulceration 1 
5 Mucous membrane pemphigoid 2 ooo e E 
g Nail bed inflammation 8 s | 7 |] 
3 Nail bed tenderness 2 Ooo aa a 
a Nail cuticle fissure 1 | dp owe oU 
< Nail discolouration 100 
> id 
Nail 4 2 
S inam 3 HR ae 
Nail fold inflammation 1 
=: Na a ae NY 
= Nail growth abnormal 10 mE ee a 
(o>) 
m Nail pigmentation 6 2 
T E DEM GE NEN EI 
LC Nail pitting 1 n 
= 
C3 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Skin and subcutaneous tissue disorders Non Interventional Study 


Preferred Term S ER UAE o 
Nail psoriasis 13 HT (TD ELSE ee ee 
Nail ridging 12 ERG 
Necrobiosis lipoidica diabeticorum 1 [I I qu NE 
C Necrolytic migratory erythema 1 ae ee ID) 
S Needle track marks 12 aes ee ee TD 
G Neuropathic pruritus 3 2 lal 
N Neutrophilic dermatosis 11 a | 2 |] 
= Oculomucocutanaous syndrome 42 nk Jo 
Z aek 25 
Z Palmar-plantar erythrodysaesthesia syndrome 39 9 | 
Ñ Palmoplantar keratoderma 2 ae ee i ee TZ 
8 Palmoplantar pustulosis 22 
E  Panus 657 115 | 120 | 
G 
Q 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Skin and subcutaneous tissue disorders 


Preferred Term 


Papulopustular rosacea 
Paradoxical psoriasis 
Parakeratosis 

Paraneoplastic dermatomyositis 
Parapsoriasis 

Partial lipodystrophy 

Pathergy reaction 

Peau d'orange 

Pemphigoid 

Pemphigus 

Penile ulceration 

Perioral dermatitis 

Pernio-like erythema 

Petechiae 

Photodermatosis 
Photosensitivity reaction 
Pigmentation disorder 
Piloerection 

Pityriasis 

Pityriasis alba 

Pityriasis lichenoides et varioliformis acuta 
Pityriasis rosea 

Pityriasis rubra pilaris 

Plantar erythema 

Poikiloderma 

Polymorphic eruption of pregnancy 


Polymorphic light eruption 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Post inflammatory pigmentation change 6 

Progressive facial hemiatrophy 1 

Progressive macular hypomelanosis 2 
O Pruritus allergic 58 
Q Pseudofolliculitis 6 o 
E Pseudoporphyria 1 = = | 
N . " 
N Psoriasis 1368 | 43 | 
S Purpura 760 
S Purpura fulminans 1 |: 1 
7 Purpura senile 4 
- Pustular psoriasis 40 5 | 
5 Pyoderma gangrenosum 19 IEEE 
9 Rash 41841 11828 
3 Rash erythematous 4810 
S Rash follicular 4 NEN 
Ed Rash macular 3125 
m Rash maculo-papular 956 
ó Rash maculovesicular 10 
[un 
Q  Rashmorbiliorm 236 
< Rash neonatal 4 
= 
B Rash papular 1675 
8 Rash papulosquamous 10 
2 Rash pruritic 7514 
S Rash rubelliform 14 
ES Rash scarlatiniform 11 
— 
e 
Q 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Rash vesicular 846 

Reactive perforating collagenosis 1 

Rebound atopic dermatitis 1 
C Rebound eczema 1 I ——— 
= Rebound psoriasis 3 D. Gl 
9 Reticular erythematous mucinosis 1 = ll 
N Rosacea 192 | 48 | 
G Sarcoid-like reaction 4 
S Scar discomfort 16 

U 
S Scar pain 81 
7 Scleroderma associated digital ulcer 1 n 
v Scleroedema 1 |. 43-1] 
5 Sebaceous gland disorder 2 oo] 
9 Sebaceous glands overactivity 1 EE 
3 Seborrhoea 46 
a Seborrhoeic dermatitis 55 | 13 | 
< Segmented hyalinising vasculitis 9 9 | 
D Sensitive skin 9591 | 5m | 
| iculiti 1 

Z skn atrophy : pupa 
=Z 
B Skin burning sensation 1890 458 
8 Skin degenerative disorder 1 HN 
S Skin depigmentation 81 
v Skin discharge 10 
E Skin discolouration 1718 | 433 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Skin discomfort 189 
Skin disorder 1931 
Skin erosion 84 | 36 | 
(C Sun exfoliation 967 
=> _Skinfibrosis 1 He 
© skinfissures 126 
N Skin fragility 4 oo] 
EE Skin haemorrhage 318 
A Skin hyperpigmentation 67 a | 
Skin hyperplasia 1 
5 Skin hypertrophy 66 | 20 | 
i Skin hypopigmentation 13 2 | 
Z  Skinindentation 20 a 
5 Skin induration 73 10 
E Skin imitation 619 
> Sknlady 10 
= Skinlesion 658 
Ed Skin lesion inflammation 7 [4 tl 
m Skin maceration 1 Sa 
Z Skinmass 329 
Se 
Q Skin necrosis 41 
Skin odour abnormal 184 26 
Z s o% | 
E Skin oedema 59 [D ae | 
o Skin plaque 120 
C sSkinreaction 1066 EEUU 
o 
v Skin sensitisation 172 | 34 | 
o 
LC Skin striae 21 a | 
— 
[e] 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Skin and subcutaneous tissue disorders 


Preferred Term 


Skin swelling 

Skin texture abnormal 

Skin tightness 

Skin ulcer 

Skin ulcer haemorrhage 

Skin warm 

Skin weeping 

Skin wrinkling 

Solar dermatitis 

Solar lentigo 

Solar urticaria 

Spider naevus 

Splinter haemorrhages 

Stasis dermatitis 

Stevens-Johnson syndrome 

Sticky skin 

Subacute cutaneous lupus erythematosus 
Subcorneal pustular dermatosis 
Subcutaneous emphysema 
Superficial inflammatory dermatosis 
Sweat discolouration 

Sweat gland disorder 

Symmetrical drug-related intertriginous and flexural exanther 
Systemic lupus erythematosus rash 
Target skin lesion 

Telangiectasia 


Toxic epidermal necrolysis 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Toxic skin eruption 138 
Transient acantholytic dermatosis 13 
Trichodynia 19 
C Trichorrhexis 39 
=> _ Umbilical erythema 2 ha 
S Umbilical haematoma 1 hm EE 
Urticaria cholinergic 17 12 
ni -ubeeddiey es es Ç | 
> Urticaria physical 7 7 
M ir ee a a 
Q 
Z Urticaria pressure 1 moe de 
> EN Ç 
Un l 5 3 
B peemy pope qs 
Vancomycin infusion reaction 2 1 
: y ee as Ce c. be s os 
2 Vascular purpura 71 
o Vascular skin disorder 4 
2 Vasculitic rash 70 
o 
Y Vasculitic ulcer 2 hz: 
E itiligo 
= 
e 
Q 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Skin and subcutaneous tissue disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Xanthelasma 2 
Xeroderma 3 
Yellow nail syndrome 1 
m~ Yellow skin 138 
d 
= Total: 224633 
© 
N 
N 
N System Organ Class 
e 
= Social circumstances 
N 
N 
& Total # of 
a. creed rem Spontaneous AE E. — f — 
= 
Aborted pregnanc 5 
2 pregnancy Ee = 
Anal sex 1 Imm me [:—— 4 
P Anxious parent 1 1 
> 
S Bedridden 1195 a2 | 389 | 
Z Blood product transfusion dependent 2 ia Ean 
[o] : A 
Q 
< Breast prosthesis user 4 — Wi 
S Caffeine consumption 2 L 
& Cardiac assistance device user 1 IL — a 
Q 
e Caregiver 2 | -- "Hacc s] 
o Contraindication to medical treatment 2 Im] nz] 
pet 
M Contraindication to vaccination 9 a Ea] 
IS Corrective lens user 1 E a 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Social circumstances Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Dependence on oxygen therapy 17 
Device dependence 2 
Disability 65 
E Disease risk factor 3 
= Drug abuser 1 
9 Economic problem 3 
N Edentulous 1 
G Educational problem 13 
ANI Excessive exercise 3 
S Exercise adequate 1 
= Exercise lack of 18 
<L Ex-tobacco user 
o : 
- Family stress 4 
C Fasting 11 
O l 
Oo Feeding tube user 2 
> Flooding 1 
a Hair dye user 2 
< Hearing aid user 3 
m Hearing disability 31 
3 Homosexuality 3 
[un 
Q 
a Housebound 13 
<Ç illiteracy 6 
= 
2 Immobile 147 
8 Immobilisation prolonged 2 
2 Impaired ability to use machinery 5 
= Impaired driving ability 323 
L Impaired quality of life 535 
= 
e 
Oo 
O 


* I=Interval, C=Cumulative 
* AE=Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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/ zer 


System Organ Class 


Social circumstances 


Preferred Term 


Impaired work ability 

Inadequate diet 

Infant 

Job change 

Job dissatisfaction 

Joint prosthesis user 

Limb prosthesis user 

Living alone 

Living in residential institution 

Loss of employment 

Loss of personal independence in daily activities 
Marital problem 

Menarche 

Menopause 

Mental disability 

Miscarriage of partner 

Multigravida 

Multiparous 

Non-consummation 

Non-tobacco user 

Occupational problem environmental 
Orthosis user 

Overwork 

Paralytic disability 

Partner stress 

Patient dissatisfaction with treatment 


Patient uncooperative 


Total # of 
Spontaneous AE 


M A 0 = 023 A RON O2 NI 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 


N 
o 
A 
o 


[e 
NE 
ERE 
| 2 | 
| 2 | 
EEE 
m 
203 | 
NN WE 
NCC 
s | r | 
oe | 
on 
=a 
L 
EI 


ELEM 
NECEM 
NE NN 
CET 
p 
p 
L 
L 
L 
== 
Ne n 
Ten 


* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Social circumstances Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Physical assault 2 

Physical disability 73 

Poor personal hygiene 2 
C Postmenopause 9 s | 
9 Refusal of treatment by patient 5 
N Refusal of vaccination 2 ooo] 2 o| 
N . 
i Sitting disability 117 | 45 | 
a Threat of redundancy 2 EE Ea 
Z Tobeccouser 4 E aw 
Uo 

l cca 4 1 

D Underimmunisation a Ea 
S eens p 

Urinary assistance device user 1 1 
= y E ND 
o 
œ Walking disabilit 223 
E g disebily | 105 
M Water pollution 4 EN 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Social circumstances Non Interventional Study 
Total # of 
Preferred Term Sponteneous AE 
Wheelchair user 29 
Wig wearer 4 
Total: 9414 
System Organ Class 
SOC Not Yet Coded 
Total t of 
reer term Sponteneous AE 
1 
Total: 1 
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System Organ Class 
Surgical and medical procedures Non Interventional Study 
Total # of (qc 
Preferred Term Spontaneous AE | - 
Abdominal cavity drainage 1 
Abdominal operation 4 
x Abdominoplasty 1 
L Abortion induced 42 n 
= . 
©} Abscess drainage 11 2 
N Adrenocortical steroid thera 5 EE 
e Airway secretion clearance therapy 1 
= 
N Allergy prophylaxis 1 n 
e Allogenic stem cell transplantation 1 DEEP 
N 1 
9 Amputation 8 n 
Anaesthesia procedure 1 
e nal fissure excision 
c Analgesic intervention supportive therapy 3 i =~ 
O Analgesic therapy 30 
ge] 
bE) Anaphylaxis prophylaxis 1 
o Aneurysm repair 2 EE 
[es 
Q Angioplasty 3 oa 
Z niae tern) : peces cup TS 
> Antibiotic therapy 2 
p. i D ee a 
A Anticoagulant therapy 4 
Ed Antidepressant therapy 1 
v Antiemetic supportive care 1 
a Antiinflammatory therapy 1 
2 Antiviral prophylaxis 1 
ge! 
o Antiviral treatment 1 
hdd 
Aa Aortic aneurysm repair 1 
N ; 
= Aortic surgery 1 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Surgical and medical procedures Non Interventional Study 


Preferred Term sport ho! ac RO : ix ets d E 

Aortic valve replacement 2 Poff eè: | | f — | 

Appendicectomy 13 

Arm amputation IM ESEE eh Sie e pa [y= PEXQS 
[> Arterial bypass operation icy ae T RE ae (es — pi Ee 
Z iena stent insertion Ne T E HH HT HE 
2 Arteriovenous fistula operation ip dp Sh Se 
A Arthrodesis 4 eas Ve ee ee 
= Attiicialinsemination SS pee 
N Asthma prophylaxis » Cam (ee es (ee ee xpo 3 
Axillary lymphadenectomy fe of ot ts fs ts 9 H jJ | 
C Bod rest m | s | m3»j|ocs|os f | 
Z Bladdercatheterisation 9 fot ft os fos |24| J | 
T* Bledder catheter permanent aes eee CU rp ee sn Hc 
Ë Bone marrow transplant ae ee Soe (ie |e ee HO E 
xg Botulinum toxin injection p quedes 
Z Breast conserving surgery i Me Shee Ee T HT E 
S Breast cyt drainage fet ff 
Z Breastoperation se ee eee RE a(S H HT HS 
G Breast prosthesis removal NS ee xr a 
S Breastreconstruction 2r dqsse OS | 
B. — Bumdressing i urere cci d 
Z Bursa removal Mi ee lies os 
W Caesarean section 9s. a E I H 
O Cardiac ablation a ME Sa (ae ae a (| ee 
B Cardiac operation us ME ea e de E AE 
V, Cardiac pacemaker insertion ae es scu (POS H o ds 728 
R- Cardiac resynchronisation therapy 2 Jor pe ae S HT HE 
3 
[e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Surgical and medical procedures Non Interventional Study 


Total # of 
Spontaneous AE 


Preferred Term 
Cardioversion 11 
Carotid artery stent insertion 

Carpal tunnel decompression 

Cataract operation 

Catheter placement 


Cautery to nose 


1 
1 
3 
1 
1 

Central nervous system stimulation 4 

Cerebrospinal fluid drainage 1 

Cerebrovascular operation 1 

Cervical diathermy 1 

Cervical polypectomy 1 

Chemotherapy 4 

Chiropractic 1 

Cholecystectomy 20 

Clamping of blood vessel 1 

Colon operation 

Colostomy 

Compression garment application 

Contraception 

Contraceptive diaphragm 

Contraceptive implant 

Cooling therapy 

Comeal operation 

Comeal transplant 

Coronary angioplasty 


Coronary arterial stent insertion 


MH PB a a a a N a N a N 


Coronary artery bypass 
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System Organ Class 
Surgical and medical procedures Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
COVID-19 immunisation 735 
COVID-19 prophylaxis 1 
COVID-19 treatment 1 
E Cranial nerve decompression 1 
= Craniectomy 3 
9 Craniotomy 1 
N 
N Cyst removal 1 
e 
= Dental care 2 
N Dental implantation 2 
Q Dental local anaesthesia 1 
I 
= Dental operation 2 
< Depilation 1 
o f 
- Dermabrasion 9 
5 Dermal filler injection 3 
9 Diabetic diet 1 
3 Dialysis 4 
a Diverticulectomy 1 
E Drainage 14 
b: Dry skin prophylaxis 1 
5 Ear irrigation 1 
p= 
Q x 
Q Ear operation 1 
< Ear tube insertion 1 
— 
= Ectopic pregnancy termination 1 
8 Electroconvulsive therapy 1 
e Electrolyte substitution therapy 2 
o 
5 Emergency care 3 
Es Empyema drainage 1 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Surgical and medical procedures Non Interventional Study 


Preferred Term Esa AE 2 oo L 

Endocervical curettage 1 eae a ee UND ee ee DERE! 

Endodontic procedure a di oa ee a eit ae 

Endometrial scratching 1 a eee 
(> Endotracheal intubation RAE EE ER LCD mm e m 
Z  Endovenous ablation 1 p-m op scd dq. gp. 4 7j 
C, Epidural blood patch 1 Se SF 
Qd ^ Epidural injection Igi ee ee Ee ee E TE 
S Excessive dietary supplement intake 1 [— — E Hue s | 
Qi Eyeglasses therapy 1 ee ed a cm 
Q Eye irrigation 2- ES es eil o cea a 
9 Eyelid operation 1 Ea ee a ee eee 
L Eye operation b i EZ Iaa e Eea 
Z Face lift 1 ee ee es ee ee eee eee 
& Fasclectomy 1 a a E a e E 
T Fingeramputation 1 E a e o e a ie 
Š Fingerrepairoperation 1 Lm codec Lr eee 
S Fluid intake restriction &.q--i-zs t dw a s 
Z Fluid replacement 1 p wc Jew rp cy coh cue 5j 
O Fracture reduction 1 eee e E c e c epe 
S Frontal sinus operation 25 Me i Is le ee UH 1 
C Gallbladder operation ze qure cal | 
Z Gastric bypass fe — i el a 
W Gastrointestinal surgery 1 E ee | es | E 
QD ^ Gastrointestinal tube removal 1 |- -—q - qp ee ee — i 
1 E= i = T 
Z Gastronthaphy 1 boo eE ca e Pu s E 
C ^ Gastrosiomy 1 | um jq aw qr dq ee 
3 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term AA: AE 

General anaesthesia 1 

Haematoma evacuation 1 

Haemodialysis 2 be i 
C Hand amputation 1 ze me 
S Heart valve operation 2 [acq e T. ro o. 
o Heat therapy 1 en ee ee ee ee 
Qi Homia repair 3 p. a ee EET 
C Hip arthroplasty 8 B | 1 è | 
N Hip surgery 2 E (eee eee ME NE 
& Hormonal contraception 1 Ez —— ese eene | Pane 
C^ ^ Hormone replacement therapy 1 oao S o. BERE 
X Hormone therapy 8 MEME I SRL p 
Z Hospitalisation 17 Cee ERES UE 
B Hysterectomy 7 s | 2: | 2 | E 
g eas 1 E eas ST LN 
S eostomy EE E ENS DEN 
a Immune tolerance induction 2 I7 Wu | ee [| 
Z Immunisation 46563 
TQ) Immunoglobulin therapy 1 | qe s c i Me: 
6 Implantable defibrillator insertion 3 a n — - dE «4 pum 
S. Infusion 1 |. e nec MU 
Z inguinal hernia repair 1 EE NEN es DENKE 
W Injection 20 IE a q 32] L 
QD Insulin therapy [seus p MEN 
S Intensive care 7 e eulos 
= Interchange of vaccine products 38170 | 13994 | 15804 | 24176 | 20 | 280 | 
2 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Surgical and medical procedures Non Interventional Study 


Total # of 
Spontaneous AE 


Preferred Term 
Internal fixation of spine 1 
Intervertebral disc operation 1 
Intestinalanastomosis 1 
Intestinal operation 


Intestinal resection 


= 


Intra-cerebral aneurysm operation 


= 
= 
= 
= 


Intrauterine contraception 

Intra-uterine contraceptive device insertion 
Intra-uterine contraceptive device removal 
Intravesical immunotherapy 

Iridotomy 

Jaw lesion excision 

Jaw operation 

Joint arthroplasty 

Joint fluid drainage 

Joint injection 

Joint stabilisation 

Keratoplasty 

Knee arthroplasty 

Knee operation 


Labour induction 


Lactation inhibition therapy 


NN 0020 KM A A oa ow ow a A 


l= 
(ae 
E 
NET 
mM 
BENE 
Ln 
ae] 
L 
E 
E 
EE EMI 
NEN 
NEM 
[-—— 
L 
— 
[a 
| 2 | 


Large intestinal polypectomy 


= 
= 


Leg amputation 
Lens extraction 1 


Ligament operation 1 


Limb amputation 2 
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System Organ Class 
Surgical and medical procedures Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Limb immobilisation 61 
Limb operation 10 
Limb reconstructive surgery E 
C Lip cosmetic procedure 1 nn | 
"e Local anaesthesia 11 oa J 7 |] 
N Localised alternating hot and cold therapy 1 P 
G Lung assist device therapy 2 a ee oI 
N " 
oO be, de 
5 Macrophage activation 2 a 
o 
x— Mammoplasty 1 IR eet 
5 Manual lymphatic drainage 2 
> Mastectomy 4 
9 = uk aa 
S Mechanical ventilation 3 a 7 
Z veaa 7 HE EI 
D Medical induction of coma 20 Ere ERE | 
Medical d 2 1 1 
Q Medication dilution 1 ERE E 
< Menstrual cycle management 333 180 
=Z 
T Migraine prophylaxis 2 
8 Mineral supplementation 3 
2 Mitral valve repair 2 
S Mitral valve replacement 1 
ES Multiple sclerosis relapse prophylaxis 3 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 


Surgical and medical procedures Non Interventional Study 


Preferred Term pe acti AE d L 
Myomectomy a Oe a (a ee ee 
Nail operation 3 UNEESS 
Nasal cavity packing 3 pL Ie DEED 
C Nasal septal operation 1 ma ECCE B2 
Z Nasopharyngeal surgery p o qr LE 5 4. 
O Neck lt 1 E= ee E 
Qi Nerve block 15 NE NE 
C  Neurolysis £o ee ae =i 
N Nipple resection 1 EM RENE 
Q Nothing by mouth order u- Ap EN 
L Oestrogen replacement therapy 1 fF a Ooa 
e Oophorectomy 2 ERI = =a 
5 Oral contraception 14 IEEE 2 | 
S Oral surgery A L 
S  O'chidectomy 1 O ae a 
a Orthodontic procedure 1 um ME TEM 
Ed Orthopaedic procedure 1 Loo o i. 4 | sr 
m Ovarian operation 1 EE EN REI l 
S Ovulation induction 3 ha | 
< Palliative care 5 NEM 
E Pancreatic operation 1 EA Ee 
Q)  Parathyroidectomy ee ees ie ee p 
2 Parenteral nutrition 2 i as = Jae =| 
ES Pelvic floor stimulation 1 az EMEN 
e 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Surgical and medical procedures Non Interventional Study 
Total # of 

Preferred Term Spontaneous AE 


Percutaneous coronary intervention 
Pericardial drainage 

Peripheral artery surgery 
Peripheral nerve destruction 
Peripheral nerve neurostimulation 
Phlebectomy 

Phlebotomy 

Physical fitness training 
Physiotherapy 

Platelet transfusion 

Pleural decortication 
Polypectomy 

Positive airway pressure therapy 
Positive end-expiratory pressure 
Posterior fossa decompression 
Postoperative analgesia 

Prepuce dorsal slit 

Probiotic therapy 

Product substitution 

Promotion of wound healing 


Prophylaxis of nausea and vomiting 


= N N | =| =| =| =| =| 2 NY 2A — NY | W W NY NY O n 


Prosthetic vessel implantation 


Pulmonary endarterectomy 


Radical hysterectomy 
Radiotherapy 


Red blood cell transfusion 


a - wo = 


port 
= s 
Oo 
ERAN 
BE | 
DEC 
NES 
CNN 
REPE 
= 
E 
E 
O 
L 
Ca 
O 
L 


Rehabilitation therapy 
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System Organ Class 
Total # of 

Preferred Term aeea AE 

Renal artery stent placement 1 

Renal surgery 3 

Renal transplant 2 
C Renal tumour excision 1 [— ——+! 
= Resuscitation 42 ee es __ 
O Retinalcryoablation 1 ME HT PEERS 
Qi nein operation 3 |o oc ae 
C ^  Retnopexy 1 Lo E |] —— | 
A Rotator cuff repair 1 (es (ees E 
G ee health maintenance 1 HEC RET TE 
C?  Salpingectomy 3 PENES NS 
L Salpingo-oophorectomy bilateral 1 OoOo ooo ee 
e Sclerotherapy 2 Eu o S ëO 
Shoulder arthroplasty ee Ce ces (Ce A 
E Shoulder operation 2 NEED MT ON EE 
S Sigmoidectomy PEE NEUEN 
5 Sinus operation 3 èa | 2 | 2? | 
< Skin cosmetic procedure 1 Fog. cC ue * 
2 suat 3 [a uec cu s] 
6 Skin neoplasm excision 1 eap MISES 
S Skin operation 1 ee TS TE 
Z Sleep disorder therapy 1 [bp cope ST 
B Small intestinal resection 2 I ied 
(D ^ Smalipoximmunisation 1 pipe es ig 
2 Specialist consultation 17 a |oo f 
o : : 
P e cord dad 1 Ep X ëO 
Spinal decompression 1 Ece E c 3 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Surgical and medical procedures Non Interventional Study 
Total # of 
Frofersd Tarm Spontaneous AE |. 7 
C Splenic artery embolisation 2 
N . . 
Tenodesis 2 1 2 
5 Testicular operation 1 wi if 
3 Therapeutic embolisation 1 HEN 
- Therapeutic hypothermia 1 fF sp 
5 Therapeutic procedure 2 ERES aa 
9 Therapeutic skin care topical 1 | o [E -] 
< Therapy interrupted 3 I 
9 Thoracic cavity drainage 1 EE aS 
Th 2 7 
2 Thromboembolectomy 1 EE 
Thrombolysis 20 17 
E y e |7 | 
Q  Thymectomy S E a E 
B Thyroidectomy 3 
2 Thyroid hormone replacement therapy 1 z= — TE 
o 
m Thyroid operation 1 DEED I- 
N Tissue sealing 1 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Surgical and medical procedures Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Tonsillectomy 1 
Tooth extraction 27 
Tooth restoration 1 
C Tracheostomy 2 
= Tracheostomy tube removal 1 
9 Transfusion 10 
N 
N Transplant 2 
g Transurethral bladder resection 1 
N Transurethral prostatectomy 2 
S Treatment delayed 1 
E Trigeminal nerve injection 1 
L Tumour ablation 1 
o 
- Uterine dilation and curettage 17 
5 Uterine dilation and evacuation 1 
g Uterine operation 1 
3 Vagotomy 1 
a Vascular anastomosis 1 
Q 
< Vascular compression therapy 1 
b Vascular graft 3 
5 Vascular operation 1 
p= 
Q Vasodilation procedure 1 
< Vehicle solution use 1 
=Z 
B Venous operation 3 
8 Ventricular drainage 1 
2 Vestibuloplasty 1 
o 
v Vitamin supplementation 1 
N Vitrect 1 
N itrectomy 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Tem Saana AE 
Vulvectomy 1 
Weight loss diet 2 
Wheat-free diet 1 
Wisdom teeth removal 2 
Withdrawal of life support 1 
Wound closure 1 
Wound drainage 1 
Wrist surgery 2 

Total: 87073 


System Organ Class 


neous Non Interventional Study 


Prefemed Tom ee AE 
Accelerated hypertension 11 
Achenbach syndrome 16 
Acute aortic syndrome 4 
Air embolism 2 
Aneurysm 105 
Aneurysm arteriovenous 1 
Aneurysm ruptured 46 
Angiodysplasia 1 
Angiopathy 159 
Aortic aneurysm 57 
Aortic aneurysm rupture 35 
Aortic arteriosclerosis 57 
Aortic dilatation 25 
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System Organ Class 


Vascular disorders Non Interventional Study 


Preferred Term SX US AE EE : Leod 
Aortic disorder 13 NEEDED SD INEUUDIEEN 
Aortic dissection Q88 à| 38 | hcc xs 1 
Aortic dissection rupture 8 mro LENZ DEREN 
= Aortic elorigation 4 lel IT Ee 
S aoe embolus 6 a aes 
S Aortic intramural haematoma 4 Ooo Eo o 
N Aortic occlusion 7 Oooo oo O 
G Aortic perforation 1 | LLLA 
Q Aortic rupture 10 a es 
S Aortic stenosis 38 e | IS NH 
O^ ^ Aorücthrombosis 37 NE RES 
2 — Aoritis 25 p 
Z ^ Arterial disorder 88 | 5 | | 9 | a| 
5 Arterial haemorrhage 16 5 Oooo Oooo 
G ala eufcieniy 2 ENTE nr l 
Z Arterial intramural haematoma 2 DESEE La dE l 
a Arterial occlusive disease 128 | 8 | z | 
Z eia rupture U qox C Wt 
FEET spasm 4 K su 
S Arterial stenosis 28 NE | NENNEN FEE 
S. Arterial stiffness MEME ERR ee ae ENS 
Z Arterial thrombosis 81 a ee 
YD Menal wall hypertrophy 1 SENE ENT 
8 Arteriosclerosis 217 
2 Arteriovenous fistula 12 te En E A 
= Aerts æa | 5 | (Cee ee o MT oz] 
S Artery dissection 34 8 | Doo 
e 
(o>) 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Vascular disorders Non Interventional Study 
Total # of 

Preferred Tem Spontaneous AE 

Atheroembolism 3 

Atherosclerotic plaque rupture 6 

Axillary vein thrombosis 33 
C Behcet's syndrome 48 
= Bleeding varicose vein 7 
o Blood pressure fluctuation 1079 322 
N Blood pressure inadequately controlled 46 | 7 | ə | 9 | 
N 

Brachial artery entrapment syndrome 1 
5 Brachiocephalic artery occlusion 1 Ea a eee 
L Brachiocephalic artery stenosis 1 nll 
o 
- Brachiocephalic vein occlusion 1 [wear db -— 4 
5 Brachiocephalic vein thrombosis 10 0 
Z anien leek syndrome s RENE S RA 
2 c 

l Il 1482 1482 

2 Circulatory failure neonatal 1 NIE eee 

Claudication of jaw muscles 10 3 2 7 
= ls e J] 2 J| 7 | 
o 
ES Deep vein thrombosis 4696 | 404 | 1 | 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Vascular disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Dependent rubor 8 
Diabetic vascular disorder 1 
Dialysis hypotension 1 
C Diastolic hypertension 20 
= Diastolic hypotension 5 
o Diffuse vasculitis 11 
N Distributive shock 3 
EE Dry gangrene 3 
N Embolism 353 353 
S Embolism arterial 42 
on : 
5 Embolism venous 62 aa | 
7 Endocrine hypertension 1 n 
ZZ Endothelial dysfunction 11 s | 
5 Erythromelalgia 25 19 d 
9 Essential hypertension 33 | 26 | 
> Exsanguination 2 2 
2 S EL GE 
a Extravasation blood 17 5 | 
E Extremity necrosis 21 
© False lumen dilatation of aortic dissection 1 Ics El 
F l art boli 6 
© emoral artery embolism a | 
Q Fibromuscular dysplasia 6 
*C Flushing 3821 970 
= 
Q Giant cell arteritis 268 2:9 | 23 | 
8 Granulomatosis with polyangiitis 39 | 30 | 
- Haematoma 2860 | 636 | 
N Haemodynamic instability 49 | s | 5 | 
NM 
= 
e 
o 
O 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Vascular disorders Non Interventional Study 
Total # of 
Preferred Term Spontaneous AE 
Haemodynamic rebound 1 
Haemorrhage 2586 
Haemorrhage neonatal 3 BEEN 
= Haemorrhagic vasculitis 2 2 | 
O — Hotfush 7550 EDT 
N Hyperaemia 159 a | 
G Hypertension 14859 6255 
N . . 
N Hypertensive angiopathy 2 E 
S Hypertensive crisis 1560 | 4559 | 

oO : 

5 Hypertensive emergency 54 EEJ 
7 Hypertensive urgency 45 | 45 | 
- Hypoperfusion 23 EE 
5 Hypotension 5707 | 2401 | 
5 Hypotensive crisis 23 aa | 

o 

> Hypovolaemic shock 92 a | 

Q f l l 

S lliac artery arteriosclerosis 1 Ir s 
< lliac artery occlusion 9 a 
m lliac artery rupture 1 i; ts = i 

> ' , 

ll rt ti 5 

E iac artery stenosis s | 

2 Infarction 163 maa | 
Inferior vena cava dilatation 10 Em 

pom H H 

Ñ Inferior vena caval occlusion 4 4 | 

8 Inferior vena cava stenosis 1 IEEE 

e Inferior vena cava syndrome 2 EIS 

o 

Y Intermittent claudication 64 | o3: | 

intemal haemonth 240 [ 2 | 

C nternal haemorrhage 

= 

e 

o 

e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Vascular disorders 

Preferred Term Si AE 

Ischaemia 204 

Ischaemic limb pain 6 

Jugular vein distension 26 
C Jugular vein embolism 1 E 
= Jugular vein haemorrhage 1 Ee ia 
2 Jugular vein occlusion 4 L 
Qi Jugular vein thrombosis 85 [8o | [| 5 J| J 2 | 
C Kawasek's disease 27 oag ee eee ee 
E Lable blood pressure ge | «e | ajs ]| | 
S Lablle hypertension 31 IE peage o 
S  Leriche syndrome 3 IE dg o S S 
T Lower limb artery perforation 1 up 
Z Lupusvasculitis 3 ee a UE NIS LR E 
B Lymphangiectasia 3 ee ae e as S 
S  Lymphangiopathy 3 CES NEN a NES ee 
Z Lymphatic fistula 3 PS ei LR 
Ej ^ Lymphocole 12 [o2 |o t | ee ee 
Z Lymphoedema 810 | z9 [| m | st | a [| 7 
€ ^ Lymphorrhoea 8 ae a H ee ae ae odo es 
S ^ Lymphostasis 13 ae a a eS E H 
Q Macroangiopathy 5 BEEWEEEGEEE EDEN MEE 
Z Magic syndrome 2 a ee no dps 03 
m Malignant hypertension 19 NEED 
8 May-Thurner syndrome 9 Ea NEN 
e Microangiopathy 36 a | 4 | 
= gian " 22 a a 
L Microscopic polyangiitis 29 aa | 5 |] 
G 
o 
oO 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Vascular disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Necrosis ischaemic 1 
Necrosis of artery 1 
Neonatal hypotension 1 NENEN 
Ez Orthostatic hypertension 11 oo | = om 
N Orthostatic hypotension 291 116 | 44 
S Paget-Schroetter syndrome 5 s | REESE 
CH 
7 Paradoxical embolism 7 6e | 1. |] 
ds Paradoxical pressor response 1 ha n 
6 Paraneoplastic thrombosis 1 te = = al 
9 Pelvic venous thrombosis 106 EE i 
3 Peripheral arterial occlusive disease 68 | 10 
a Peripheral artery aneurysm 9 za x. 4 
< Peripheral artery aneurysm rupture 2 EE QE ia 
D Peripheral artery dissection 2 DE 
6 Peripheral artery haematoma 1 ES aia 
Q x " 
2 Peripheral artery occlusion 43 [C >| 
Peripheral artery stenosis 9 
Bode: | Oo ENG 
2 Peripheral artery thrombosis 149 | 130 | on | 
o Peripheral circulatory failure 114 ECCE | “u |] 
e Peripheral coldness 2701 
o 
- Peripheral embolism 69 | 6 | 4 | 9 | | | |. | 
N Peripheral ischaemia 199 24 | 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Vascular disorders Non Interventional Study 
Total # of 
Preferred Tem Spontaneous AE 
Peripheral vascular disorder 650 
Peripheral vein occlusion 1 
Peripheral vein stenosis 2 m 
5 Peripheral venous disease 232 | 96 | 4% | 
C ^ Phiebitis deep 12 CS o 09d 
Phlebolith 3 2 
X on o2 | 2 | 
- Poor peripheral circulation 236 157 
9 Postpartum venous thrombosis 2 o2 e: dE - 5j 
> Post thrombotic syndrome 15 7 
3 tesy 8e | HU NE REI 
Z Pseudovascultis 2 a aan ea 
no} ' 
D Raynaud's phenomenon 444 152 111 | 292 | 
Reperfusion inj 1 
B onec eese mie 
Secondary hypertension 11 1 7 
E ryhyp HER nd E RE NE ND 
e 
- Spider vein 64 35 | æ | as oo [| 1 | 
N Subclavian artery aneurysm 1 
N 
= 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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/ zer 


System Organ Class 


Vascular disorders 


Preferred Term 


Subclavian artery dissection 
Subclavian artery embolism 
Subclavian artery occlusion 


Subclavian artery stenosis 


Subclavian artery thrombosis 


Subclavian vein occlusion 
Subclavian vein stenosis 
Subclavian vein thrombosis 
Superficial vein prominence 


Superficial vein thrombasis 


Superior vena cava occlusion 


Superior vena cava syndrome 


Susac's syndrome 
Systolic hypertension 
Takayasu's arteritis 
Thromboangiitis obliterans 
Thrombophlebitis 
Thrombophlebitis migrans 
Thrombosed varicose vein 
Thrombosis 
Varicophlebitis 

Varicose ulceration 
Varicose vein 

Varicose vein ruptured 
Vascular calcification 
Vascular compression 


Vascular dissection 


Total # of 
Spontaneous AE 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 
Total # of 

Preferred Term Sponteneods AE 

Vascular fragility 4 

Vascular insufficiency 7 

Vascular occlusion 45 EC 
C Vascular pain 450 
S Vascular rupture 50 [oz [| o9 | 5| * | 1 | 
C) Vascular shunt 1 a ea es ee es 
2 Vescularstenosis p-we quo ae ee Wu 
C vascular wall hypertrophy E c hr 
9 o 734 om | no | Co 29] 9d s 
S Vasculitis necrotising 20 EACE 
9 Vasoconstriction 43 |o: | « | 2 | | | 
T vasodilatation 343 %3 | e | E77 
Z Vasospasm 39 Lom a ca |e i oq 
5 Vein collapse 13 ARAR 
T Vein discolouration 50 EE aa H H A E A 
$ Vein disorder 259 | 6 | s | wm | | | 
S Veinrupture 43 es T ee ee t 
Z Vein wall hypertrophy a d a | TS 
Q Vena cava embolism 2 ae oo qn Too So o 
D Vena cava thrombosis 42 I d er 
S. ^ Venoocclusive disease [wa xe nn oc b d 
Z Venous aneurysm 4 NEC EE DEN NNUS HT 
W ^ Venous haemorrhage 1 CERE ET NER REC eee 
‘2 veno hypertension 2 ae qp xe cp oie fp. o sy 
S Venous occlusion 52 Oos aaf Jẹ | 
o c 
= Venous Perth: 2 NEN MEBSPC EE RU D 
C ^ Venousrecanalisation | sow Jr (| 3 
e 
o 
e 


* |-Intervel, C=Cumulative 
* AE-Adverse Event 
* Multiple adverse events coding to the same Preferred Term may have been reported in some cases. Counts are provided for the number of unique Preferred Terms reported. 
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System Organ Class 

Preferred Term abas AE 

Venous stenosis 1 

Venous thrombosis 493 

Venous thrombosis in pregnancy 2 = ren EINE 
Venous thrombosis limb 741 | 228 | e | 
Vessel perforation 2 aa NN 
Visceral congestion 3 EU 
White coat hypertension 7 E 
Withdrawal hypertension 7 =n 2 | 
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